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OVERSIGHT HEARING—PUBLIC HEALTH EMERGENCY 
MEDICAL COUNTERMEASURE ENTERPRISE 

WITNESSES

GEORGE W. KORCH JR., PH.D., SENIOR SCIENCE ADVISER TO THE AS-
SISTANT SECRETARY FOR PREPAREDNESS AND RESPONSE 

ROBIN ROBINSON, PH.D., DIRECTOR, BIOMEDICAL ADVANCED RE-
SEARCH AND DEVELOPMENT AUTHORITY 

GREG BUREL, ACTING DEPUTY DIRECTOR, OFFICE OF PUBLIC 
HEALTH PREPAREDNESS AND RESPONSE, CENTERS FOR DISEASE 
CONTROL AND PREVENTION 

LUCIANA BORIO, M.D., ASSISTANT COMMISSIONER, COUNTERTER-
RORISM POLICY, FOOD AND DRUG ADMINISTRATION 

MICHAEL KURILLA, M.D., DIRECTOR, OFFICE OF BIODEFENSE RE-
SEARCH RESOURCES AND TRANSLATIONAL RESEARCH, NATIONAL 
INSTITUTES OF ALLERGY AND INFECTIOUS DISEASES, NATIONAL 
INSTITUTES OF HEALTH 

Mr. KINGSTON. Okay. The committee will come to order and want 
to welcome everyone here. 

I am going to start by welcoming Mr. Chris Stewart here, who 
is our newest committee member. And Chris, it is tradition of the 
new committee—number one, since you beat Mrs. Roby here, you 
can send her for your coffee. [Laughter.] 

That is after you get the rest of us coffee. So that is the tradition, 
but we are glad to have both of you. 

And I wanted to yield some time to my friend Rosa to welcome 
you all as well. 

Ms. DELAURO. I do welcome both of you. It is a fabulous com-
mittee. I have had the opportunity to serve on it for a number of 
years. I think it is probably of the Appropriations subcommittees— 
I have to say for this and Agriculture because I serve on both of 
those committees—but it is really the place where there is such a 
broad spectrum of what affects people’s lives every single day. 

And so, it is a delight. I know you are going to enjoy the work, 
the camaraderie. And the chairman and I have had the opportunity 
to work together over the years not only in this committee, but in 
the Agriculture Subcommittee. 
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So I think it is a great place for you to be, and welcome. And 
you will learn a lot from this committee and listening to people like 
this this morning. 

Thanks. Thank you, Mr. Chairman. 
Mr. KINGSTON. Yes, I will say that this committee is just a deep 

well in all the various issues it gets involved in, and you can learn 
so much about so many things on it. And we have got a great staff. 
I am sure you have gotten familiar with them, and both the Demo-
crat or the Republic side, they are there for you. 

And most of the issues we deal with are not partisan at all. 
When you are trying to find a cure for a disease or something like 
that, you know, the science is the guide. So I think you will have 
a great time. 

And with that, I wanted to welcome our witnesses today. This is 
our Public Health Emergency Medical Countermeasures Enterprise 
hearing, and it is the first hearing of the year. And our witnesses 
are Dr. George Korch, who is the senior adviser to the Assistant 
Secretary for Preparedness and Response; Dr. Robin Robinson, Di-
rector of the Biomedical Advanced Research and Development Au-
thority, also which we all call BARDA; and Dr. Luciana Borio, who 
is with the FDA and the Assistant Commissioner for Counterter-
rorism Policy; and Dr. Michael Kurilla, with the National Institutes 
of Health in the area of allergy and infectious diseases; and Mr. 
Greg Burel, who is the Acting Deputy Director of the Office of Pub-
lic Health Preparedness and Response, Centers for Disease Control. 

So we are very happy to have all of you all here. And since we 
do have so many witnesses, we are going to ask you to keep your 
prepared comments to 3 minutes. 

And then I want to say to the committee members, particularly 
Mrs. Roby and Mr. Stewart, we go by 5 minutes. And the first 
round of questions goes to who came here first, and then we just 
get in the regular order of the dais. 

But we will stick strictly to the 5-minute rule. And Ms. DeLauro 
and I have been doing this for many years, both swapping the 
gavel back and forth. And we have always found that the shorter 
the questions, then you get more rounds in for everybody, and it 
is better. 

So, with that, Dr. Robinson, the floor is yours. 
Ms. DELAURO. Opening statement? 
Mr. KINGSTON. Oh, yes, excuse me. And let me yield to Ms. 

DeLauro for an opening statement. 
Ms. DELAURO. Thank you very much, Mr. Chairman. And as the 

chairman is wont to know, I do make opening statements. 
And I only just have one correction in names, Mr. Chairman, and 

it is Luciana. Luciana Borio. [Laughter.] 
I can’t—I can’t do all the pronunciations for everyone else, but 

this one I do know. So—— 
Mr. KINGSTON. Wait a minute. Wait a minute. So you are 

Italian? [Laughter.] 
Ms. DELAURO. Ah, si. 
Dr. BORIO. Sicilian background, but I go by Lu to make it simple 

for everybody. [Laughter.] 
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Mr. KINGSTON. Well, I am asking because Ms. DeLauro has al-
ways said next time we have an Italian witness, she is bringing 
lasagna, and—— 

[Laughter.]
Ms. DELAURO. You should have let me know that this was the 

case.
Mr. KINGSTON. We will have that happen. But we are glad to, of 

course, have anyone here, who is Brazilian or Italian, whatever. 
And Dr. Korch, I understand we are going to start on the left and 

work our way over. 
Ms. DELAURO. But, no. 
Mr. KINGSTON. Oh, you haven’t done your opening statement. 

Yes.
Ms. DELAURO. Thank you. 
I want to thank our witnesses for their insights and their exper-

tise that they will share with us this morning. 
The subcommittee is evaluating our efforts to become better pre-

pared with outbreaks of deadly diseases, particularly through de-
velopment of new, better drugs and vaccines. Many of the efforts 
we will hear about today are aimed at limiting the harm from de-
liberate biological or chemical attacks, such as the spread of an-
thrax here in Washington 12 years ago. These programs were 
begun, greatly expanded in the last 10 or 12 years in response to 
growing recognition of serious gaps in our public health prepared-
ness.

There have been some successes. Flu, for example. There was a 
time in the last decade when we were down to just one manufac-
turer of flu vaccine in the United States with only limited capacity 
to scale up production to respond to an epidemic. Today, we now 
have a much improved production capacity for the flu vaccine. 

That being said, I think there are serious questions as to wheth-
er the vast resources that are dedicated to these programs are 
being spent in the most efficient manner to protect the public 
health. For example, we find ourselves 10 years into the BioShield 
program, having spent a whopping $3,100,000,000, and we have to 
look at what do we show for that. 

Certainly, an improved stockpile to deal with anthrax and small-
pox, yet there is clearly a much wider spectrum of threats that con-
front us. We also need to be much better prepared to deal with 
emerging threats that occur naturally. Threats like the spread of 
novel diseases like SARS, the emergence of microbes that have be-
come resistant to drugs used against them, and both pandemic flu 
and the ever-changing seasonal flu viruses. 

I realize that BARDA has produced a broader range of products 
that are still in the development pipeline. But when these efforts 
were launched a decade ago, we expected to be further along by 
now. So I think our track record in developing medical counter-
measures is decidedly mixed. 

Just as important, we need to recognize that public health pre-
paredness involves much more than simply developing and stock-
piling drugs and vaccines. We also need enough well-trained epi-
demiologists, other health professionals to identify, investigate, and 
track disease outbreak. We need enough laboratory capacity to ana-
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lyze large volumes of samples and determine what pathogens are 
involved.

We need effective plans, enough supplies and personnel to effi-
ciently distribute and dispense vaccines and treatments. We need 
the surge capacity in our hospitals and other facilities to take care 
of large numbers of seriously ill patients. 

All of this work needs to be done through partnerships between 
Federal agencies like CDC, State and local health departments, 
and the medical and first responder communities. Unfortunately, 
we have spent the past 5 to 10 years cutting Federal support for 
these critical State and local preparedness activities. 

Adjusted to inflation, CDC funding to State and local health 
agencies has declined by nearly 50 percent in the past 10 years. 
Similarly, the Hospital Preparedness Program, which provides 
grants to States to improve the preparedness and resiliency of their 
healthcare system, has declined by about 60 percent. 

These cuts cause State and local health departments to eliminate 
staff. They cut training exercises. They forgo critical medical equip-
ment and technology. Addressing all these needs has become a real 
challenge for our subcommittee in light of the tight budget limits 
that are being imposed. 

Much of the PHEMCE enterprise is really a new cost to this sub-
committee that has to be fit within our constrained allocations. 
Until this year, all of BioShield and most of BARDA had been sup-
ported from a 10-year advance appropriation made back in 2004 in 
the homeland security bill. Much of the pandemic flu preparedness 
activity has been supported through balances of emergency supple-
mental appropriations made in 2006 and 2009. 

However, now those funds have either expired, they are almost 
depleted, and this subcommittee has got to start covering the cost. 
That is $800,000,000 in 2014 through annual appropriations. 

What we had to do—and I want to say this to our panel as well 
as those of us up here—that unless we look at a different scale of 
allocation for this subcommittee, we had a serious shortfall in my 
view in the last allocation where we had to, because of the under-
funding of some of the agencies that you represent here, we had 
to take on the $800,000,000. And that had to come from someplace. 
It had to come from someplace. And it came from other areas. 

These needs are all important. Investments provide tangible re-
turns for the public. This subcommittee has got to take care of 
these issues. But with that tight constraint, it is going to be dif-
ficult to provide the adequate support to these countermeasure pro-
grams and take care of the many other public health priorities. 

I will just give you one, the NIH. We saw only 58 percent of its 
sequestration cuts restored in the 2014 budget. And so, much of the 
basic scientific support for these efforts as well as other pieces at 
CDC and elsewhere necessary for public health preparedness will 
suffer the real, potentially grave consequences to the budget deci-
sions that we make. 

Weaker defenses against infectious diseases, slower progress in 
advancing medical science generally may be one of the con-
sequences. So, today, I look forward to the discussion of both the 
current status of the PHEMCE programs and the challenges that 
we face ahead. 
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Thank you so much for joining us today, and I thank you, Mr. 
Chairman, for the time. We look forward to your testimony. 

Mr. KINGSTON. Thank you. 
And if there are no other opening statements, Dr. Korch. 

DR. KORCH OPENING STATEMENT

Mr. KORCH. Chairman Kingston, Ranking Member DeLauro, and 
distinguished members of the committee, thank you for inviting me 
to testify on how the HHS PHEMCE is protecting the American 
public as a model for innovation and accountability in the Federal 
Government.

The Public Health Emergency Medical Countermeasure Enter-
prise, otherwise known as the PHEMCE, is the Federal coordi-
nating body that oversees the lifecycle management of those med-
ical countermeasures we rely on in the face of disasters arising 
from biological, chemical, radiological, or nuclear threats, or from 
novel and emerging pandemic diseases. 

These include those drugs, vaccines, and other medical products 
the Congress and the administration have called for in past legisla-
tion to protect our population. Lifecycle management includes all 
aspects of the pipeline from initial research of promising products 
all the way through development, manufacture, purchase, stock-
pile, and distribution. 

The PHEMCE assures that the talents and the authorities of a 
number of Federal agencies are well coordinated in this effort. The 
Assistant Secretary for Preparedness and Response leads the 
PHEMCE in partnership with the HHS agencies represented here 
today, as well as interagency partners from the Departments of De-
fense, Homeland Security, Agriculture, and Veterans Affairs. 

Over the last 10 years, we have seen major returns on invest-
ment. We have produced and procured innovative medical counter-
measures that will allow our Nation to better respond to medical 
and public health emergencies, ultimately saving lives and miti-
gating illness. This progress comes as a result of the support of the 
current and previous administrations, the Congress, and this sub-
committee.

Above all, the PHEMCE mission, as stated in our strategic plan, 
demands that we preserve and protect people’s lives against these 
major public health threats while exercising strong and effective 
stewardship of the taxpayers’ dollars. The PHEMCE governance 
process and the decision framework aligns efforts, clearly articu-
lates priorities, ensures that our resources are used effectively by 
all of our partners and for all segments of our population. 

We have recognized the need to look at longer time horizons and 
to forecast our individual budget estimates in a cohesive way so 
that each partner understands the important handoffs and respon-
sibilities across the lifecycle management of these medical prod-
ucts. We are addressing this through the multiyear budgeting proc-
ess, a newly established tool the PHEMCE has devised to foster ef-
ficiencies and harmonization across the different stages of the med-
ical countermeasure planning. 

We also see the multiyear budget as an effective way to commu-
nicate the PHEMCE’s commitment and priorities to our industry 
partners, who are key to the success of our program. With better 
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communication of priorities and resource needs, we are able to pro-
vide a higher degree of predictability to our partners and external 
stakeholders, including the Congress. 

Coordinating resources and priorities of the partners that are 
represented here today is essential to establishing a sustainable 
and responsive medical countermeasure enterprise. This is 
foundational to our ultimate objective, a resilient nation prepared 
to respond and to recover from a wide range of those potential 
threats.

Thank you, and I look forward to your questions. 
[The information follows:] 
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Mr. KINGSTON. Good job. 
Dr. Kurilla. 

DR. KURILLA OPENING STATEMENT

Dr. KURILLA. Thank you, Mr. Chairman and members of the 
committee. Thank you for the opportunity to discuss the role of 
NIH in the PHEMCE. 

I am the Director of the Office of Biodefense Research Resources 
and Translational Research at the National Institute of Allergy and 
Infectious Diseases, known as NIAID, which is the component of 
the NIH with the lead for research on biodefense and emerging and 
reemerging infectious diseases. In fiscal year 2013, NIH funding for 
this research was approximately $1,700,000,000. 

The NIH supports foundational research towards the develop-
ment of medical countermeasures against biological, chemical, radi-
ological, and nuclear threats, including emerging and reemerging 
infectious diseases. NIH collaborations with its PHEMCE partners 
are critical and crucial to this endeavor. The NIH holds senior lead-
ership positions within the PHEMCE, and NIH subject matter ex-
perts provide input to all PHEMCE working groups that coordinate 
efforts on particular biodefense threats. 

NIH biodefense research aims to rapidly respond to manmade or 
naturally occurring threats, including microbes, toxins, chemical 
agents, radiation, and emerging or reemerging infectious diseases, 
such as seasonal and pandemic influenza. NIH transitions the ad-
vanced research and development of high-priority medical counter-
measures to BARDA, with the eventual goal of FDA approval and 
possible inclusion within the SNS. 

NIAID supports research and early-stage development of medical 
countermeasures as well as platform technologies to more rapidly 
and efficiently develop vaccines and diagnostics for a variety of 
threats. Our migration from a ‘‘one bug, one drug’’ approach to-
wards a more flexible research paradigm is yielding advances that 
will enhance our ability to respond to the emerging public health 
threats of the future. 

Recent successes in NIAID’s biodefense program include a next- 
generation smallpox vaccine and two smallpox antiviral drug can-
didates that have been transitioned to BARDA for further develop-
ment. Other candidate products recently transitioned from NIAID 
to BARDA include therapies for anthrax and pandemic influenza. 
NIAID has also conducted studies that supported the first anti-
biotic approvals for pneumonic plague under the FDA’s ‘‘animal 
rule.’’

Seasonal influenza and a potential emerging influenza pandemic 
remain serious public health challenges. NIAID supports research 
to develop medical countermeasures to diagnose, treat, and prevent 
seasonal and pandemic influenza. NIAID has collaborated with 
CDC, FDA, and BARDA to rapidly develop a vaccine for 2009 
H1N1 pandemic influenza, and current efforts are focused on H7N9 
avian influenza vaccine candidates. We are also working to develop 
a universal influenza vaccine, which could reduce the need for an 
annual vaccination and save millions of lives. 

NIAID research also aims to understand the damaging effects of 
radiation and to develop medical countermeasures to diagnose and 
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treat radiation exposure. Twenty diagnostic—20 radiological can-
didates and 6 biodosimetry approaches supported by NIAID have 
been advanced to BARDA for further development, and NIAID has 
supported animal studies of Neupogen for the treatment of 
hematopoietic acute radiation syndrome. 

The NIH remains committed to meeting public health emergency 
needs by advancing high-priority research for the development of 
medical countermeasures. Together with our PHEMCE partners, 
NIH will continue to pursue the development of diagnostics, thera-
peutics, and vaccines that will increase our national preparedness. 

Thank you. 
[The information follows:] 
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Mr. KINGSTON. Thank you. 
Dr. Robinson. 

DR. ROBINSON OPENING STATEMENT

Mr. ROBINSON. Good morning, Chairman Kingston, Ranking 
Member DeLauro, and other distinguished members of the sub-
committee.

Thank you for the opportunity to speak with you today about 
Government biodefense efforts. I am Robin Robinson, the Director 
of BARDA, and Deputy Assistant Secretary for ASPR in HHS. 

BARDA, like ASPR, was established by the Pandemic and All- 
Hazards Preparedness Act of 2006 and mandated to support ad-
vanced development and acquisition of novel and innovative med-
ical countermeasures such as vaccines, therapeutics, diagnostics, 
and medical devices for the Nation to address the medical con-
sequences of manmade threats and mother nature like the H1N1 
pandemic.

Medical countermeasure development is risky, lengthy, and cost-
ly, with many inexperienced developers failing and larger pharma-
ceutical companies avoiding this sector completely. BARDA bridges 
the ‘‘valley of death’’ that prevents the transition of many product 
candidates from early development to commercialization and FDA 
approval by providing funding and technical core service assist-
ance.

BARDA has made good on the mandate in a number of ways. 
First, BARDA has established a robust and formidable product de-
velopment pipeline of more than 150 product candidates, including 
many for special populations like children. FDA has approved 7 
first-in-class products supported by BARDA in the last 18 months. 

From this pipeline, we have procured 12 novel products under 
Project BioShield to date, including smallpox vaccines and antiviral 
drugs, anthrax vaccines, and antitoxins which have been licensed, 
botulinum antitoxins which have been licensed, radionuclide 
chelators, anti-neutropenia cytokines for radiation illness, and 
chemical agent anticonvulsive drugs. 

BARDA has also built and expanded domestic manufacturing ca-
pabilities for these medical countermeasures by establishing na-
tional stockpiles for H5N1 and H7N9 vaccines and new adjuvants 
for pandemic preparedness, created public-private partnerships 
with industry, and have expanded domestic pandemic influenza 
vaccine manufacturing surge capacity several fold and developed 
new classes of antimicrobial drugs for biothreats and prominent 
classes of antimicrobial drug-resistant pathogens like CRE and 
MRSA.

BARDA has also established new and innovative ways to help in-
experienced companies through the Core Service Assistance pro-
grams. These are animal studies networks, Centers for Innovation 
in Advanced Development and Manufacturing, Fill Finish Manu-
facturing Network, and Clinical Studies Network that will be es-
tablished this year. 

Response capabilities from these Core Service Assistance pro-
grams have already been utilized for recent public events such as 
H7N9 outbreaks. BARDA has increased the sustainability of these 
biodefense preparedness by actually moving from a one bug, one 
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drug paradigm to actually repurposing existing drugs and devel-
oping multipurpose products that can be used for biothreats and 
also everyday public health emergencies. 

BARDA has also embraced the multiyear budgeting, but we still 
have a number of obstacles to come. Complacency about threats is 
here today, and we must remain vigilant about that. 

I look forward to answering your questions as we go forward and 
look forward to your continued support as we go forward in this en-
deavor.

[The information follows:] 
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Mr. KINGSTON. Thank you. 
Mr. Burel. 

MR. BUREL OPENING STATEMENT

Mr. BUREL. Good morning, Chairman Kingston, Ranking Mem-
ber DeLauro, and members of the subcommittee. Thank you for the 
invitation to be with you today. 

Public health emergencies, such as the 2009 H1N1 influenza 
pandemic or 2012’s Hurricane Sandy, can quickly overwhelm State 
and local public health resources. CDC provides scientific expertise, 
guidance, and support for State and local public health systems as 
they work to prevent, protect, mitigate, respond to, and recover 
from all public health emergencies that threaten the health of 
American people at home and around the world. 

This wealth of expertise and the drive to innovate helps inform 
Federal decisions on responding to emerging threats, including 
those decisions on deployment of assets from the Strategic National 
Stockpile, the Nation’s repository of medical countermeasures cur-
rently valued at approximately $5,900,000,000. 

CDC supports the PHEMCE by providing subject matter exper-
tise and executive guidance, current information on the assets held 
by the SNS, expertise in the management and distribution of these 
assets to the States, and an understanding of State and local plans 
to dispense these medical countermeasures. CDC works with the 
PHEMCE to prioritize and address gaps in the highest-priority 
threat areas and transforms these recommendations into assets 
ready to protect lives through procurement of materials and man-
agement of those materials. 

The SNS is a unique Federal asset, embedded in a public health 
threat detection and response agency. The rapid response to emer-
gencies depends on robust State and local infrastructure and plan-
ning.

The Public Health Emergency Preparedness Cooperative Agree-
ment, or PHEP, is a critical companion program to the SNS. This 
provides funding and expertise to our State and local partners to 
support their planning efforts to effectively receive and make use 
of medical countermeasures delivered from the stockpile. 

These interconnected programs assured that during the H1N1 
pandemic CDC was able to efficiently deploy stockpiled antiviral 
drugs and personal protective equipment to our partners through-
out the Nation. It assured that Oregon was able to conduct a mass 
vaccination campaign to respond to a meningitis attack—or out-
break. And it assures that we can rush antitoxins and treatments 
to any person exposed to anthrax, botulism, or other public health 
threats.

As part of CDC’s management responsibility, the SNS acquires 
commercially available pharmaceuticals, devices, and ancillary sup-
plies. Besides outright purchases, CDC uses vendor-managed in-
ventory and a number of other innovative purchase agreements 
based on the lowest cost to the U.S. Government over the entire 
lifecycle of a product. 

Additionally, CDC is responsible for replacing SNS-held medical 
countermeasures licensed and/or initially procured by BARDA. 
CDC develops policies and guidance for the use of these medical 
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countermeasures and forward deploys them to respond quickly any-
where in the country. 

We have always sought to maximize the effectiveness of re-
sources and investments. We are even more so focused in the cur-
rent fiscal environment. Efforts to maximize the impact of our na-
tional—this unique national resource include recent independent 
reviews by two Federal advisory committees and a forthcoming con-
gressionally mandated review by the IOM. 

I thank you again for the opportunity to testify, and I will be 
happy to answer any questions you may have. 

[The information follows:] 
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Mr. KINGSTON. Thank you. 
Dr. Borio. 

DR. BORIO OPENING STATEMENT

Dr. BORIO. Good morning. Good morning, Chairman Kingston, 
Ranking Member DeLauro, subcommittee members. I am happy to 
appear before you and my public health colleagues. 

I would not be here today if it were not for your strong leader-
ship on this issue, Chairman Kingston and Ms. DeLauro. Three 
years ago, as the chair and ranking member of the Agriculture Ap-
propriations Subcommittee, you approved bill language for the fis-
cal year 2011 appropriations act that launched the FDA program 
that I lead. And in subsequent years, you sustained or increased 
funding for FDA’s Medical Countermeasures Initiative. 

And now Chairman Aderholt and Representative Farr are con-
tinuing this support. So I thank you for your vision and your lead-
ership. On behalf of myself and my colleagues at the witness table 
and on behalf of the Americans who may someday need new med-
ical products to address CBRN threats and the Americans who will 
continue to benefit from advances related to pandemic influenza 
and other emerging infectious diseases, thank you. 

FDA plays a critical role in protecting the U.S. from these 
threats. We ensure that countermeasures—drugs, vaccines, and di-
agnostic tests—are safe, effective, and secure. Collaboration with 
our interagency partners is the cornerstone of this critical public 
health responsibility. 

FDA also partners with the Department of Defense to support 
the unique needs of the warfighter. FDA employs its authorities, 
such as the emergency use authorization, to facilitate access to 
available countermeasures to respond to public health emergencies 
even when products are not yet approved for use. We also provide 
scientific and regulatory counsel on stockpiling and deployment de-
cisions.

The resources you approved allowed FDA to hire essential expert 
staff and become even more engaged in the countermeasure activi-
ties. With this increased engagement, we helped resolve many reg-
ulatory challenges and impediments associated with developing 
these highly complex medical products. We are working to ensure 
that their development does not stall. 

Your investment facilitated the approval of several counter-
measures, including a therapy for inhalational anthrax, a botulism 
antitoxin, a next-generation portable ventilator, and several influ-
enza diagnostic tests and vaccines. We have readied counter-
measures for potential use and our EUA authority against an array 
of threats, including smallpox, anthrax, pandemic influenza, and 
nuclear threats. 

We worked closely with this Congress on the passage of the Pan-
demic and All-Hazards Preparedness Reauthorization Act of 2013, 
which created new authorities for the FDA, and we have already 
put these new authorities to good use. We were able to issue EUAs 
for diagnostic tests for the Middle East respiratory syndrome 
coronavirus and for the avian influenza H7N9 virus, including one 
requested by the CDC and another requested by a commercial de-
veloper.
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With input from our enterprise partners, FDA has established a 
broad and robust regulatory science portfolio, which is essential for 
our regulatory decision-making. 

I want to conclude by emphasizing that developing counter-
measures is highly complex. Close cooperation is essential, and the 
deep engagement represented here today exemplifies public health 
synergy at its best. What we collectively achieve on behalf of the 
American public is far greater than the sum of our parts, and 
thank you for making this possible. 

[The information follows:] 
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PANDEMICS

Mr. KINGSTON. Thank you. 
Dr. Robinson, you mentioned complacency, and I do worry about 

that myself. I was at the CDC about 2 weeks ago and was making 
a statement about the lack of knowledge the average person has 
about pandemics in the past, particularly 1918, that area of time. 
And I don’t know if you know any of those numbers off the top of 
your head, but what I would like is if you could give the committee 
members a memo, just a kind of a follow-up and just say, you 
know, past pandemics. 

And nothing really elaborate, but just the years, say, 1914 to 
1920, the number of deaths, maybe the countries in which it was 
concentrated, and the cause. Because I fear that the average school 
child in America, while you learn about World War I, World War 
II, and so forth, you don’t learn about the pandemics, which cost 
more lives. 

And I don’t know if you know any of those numbers off the top 
of your head and want to respond on that, but I think it is impor-
tant for people to understand that these threats have been out 
there, and the threat of them is lower than it used to be, but it 
is still there. Do you want to—— 

Mr. ROBINSON. Congressman Kingston, I would be happy to give 
you a memo. But in a nutshell, in 1918, the United States esti-
mates as low as 500,000 to 1 million people in the United States 
lost their lives to the H1N1 1918 flu. Globally, it was tens of mil-
lions.

Mr. KINGSTON. Yes. 
Mr. ROBINSON. That was more deaths than were experienced 

during World War I. 
In 1957, we saw tens of thousands of individuals die in this coun-

try with the H2N2. H3N2, in 1968, it killed tens of thousands of 
people here, more than what we would normally see in our usual 
outbreaks every year. And then, in 2009, the H1N1 pandemic, we 
saw levels that were especially severe in children and pregnant 
women and other special populations at levels that were above 
what we see in our normal influenza. 

There are years, in fact, where there is not a pandemic, but there 
are severe influenza attacks and outbreaks. And that the constant 
vigilance of using vaccines and having antiviral drug therapies 
there are a way to assuage the mortality that is associated with 
these. But we will be happy to give you greater details. 

[The information follows:] 
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Mr. KINGSTON. I think it would be very helpful because it is as-
tounding the numbers, and it is astounding that we just don’t know 
that—you know, the average person just doesn’t know about this. 

The second part to this in the complacency, and Ms. Lee and I 
have visited PEPFAR clinics in Africa. But I think one of the sto-
ries we are not telling is how the AIDS epidemic in Africa has been 
greatly reduced and the cost of treatment per person has gone 
down as the effectiveness of it has gone up, compared to where we 
would have been 20 years ago. And I don’t think that people under-
stand how much stride has been made in that. 

And then one thing I am always talking about as well is the suc-
cess we have had in polio. And I love to go to senior citizens homes 
and ask them how many are familiar with polio. And every single 
hand is raised. And then I tell them if I go to college campuses and 
ask that same question, maybe 10 percent of the kids have ever 
heard of polio. 

And you know, it is one of those success stories that we are not 
telling. And not that that is directly related to your work, but it 
does fit into the bigger picture. 

And so, and my time is about expired. I don’t know if you need 
to respond to that one way or the other. But—— 

Mr. ROBINSON. We will be happy to provide in a written record 
response to that. 

[The information follows:] 

COMPLACENCY ABOUT PUBLIC HEALTH EMERGENCY PREPAREDNESS

Complacency about the need for public health emergency preparedness against 
man-made and major natural events is a major national concern. Historically our 
country responds very well after an event has occurred, but prevention has not al-
ways been a strong feature of American public health as state and local health de-
partment capacity eroded and vaccination acceptance has been questioned. Despite 
clarion calls from international infectious disease experts, the vaccine industry has 
struggled over the past twenty years to successfully address emerging infectious dis-
eases without USG assistance. This is corroborated by the lack of progress towards 
development of new vaccines and antiviral drugs for emerging infectious diseases 
such as coronaviruses (CoV) that are here today. Despite SARSCoV outbreaks in 
2003, there are no vaccines and antiviral drugs in advanced development for the on- 
going MERS-CoV outbreak in the Middle East and elsewhere. The Amerithrax an-
thrax cases in 2001, serve as an example that we must stay prepared for man-made 
biothreats. Medical countermeasures are one of the national insurance policies that 
we must not allow to lapse, as these threats, whether man-made or natural, do 
occur.

NATURAL VS. MANMADE THREATS

Mr. KINGSTON. Okay. Ms. DeLauro. 
Ms. DELAURO. Thank you very much, Mr. Chairman. 
And I never got to know my grandfather. He died in 1918 at age 

34, leaving 6 children behind, and died within about 4 days. But 
have seen the photographs of him, and an enormously, 6 foot, 
handsome man with—you know, strapping man that was just, you 
know, in 4 days was gone because of the pandemic. 

Programs we are discussing today came out of September 11th, 
focused primarily on another terrorist attack, whether it was chem-
ical, biological, radiological, nuclear weapons. Twelve and a half 
years later, that the investment and the time to develop the effec-
tive countermeasures is significant. 
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We also have threats that are evolving, naturally occurring. And 
so, that there has been, as I understand it from reading, in the bio-
medical community alarms raised because the view is that there is 
a heavier focus on the—that the heavier focus should be on emerg-
ing infectious diseases, growing problem of antibiotic-resistant bac-
teria.

So it is actually a two-part question. Given fiscal constraints, 
how do we go about setting the priorities between manmade 
threats, naturally occurring threats? 

The Department of Homeland Security, do they take precedence 
with regard to a manmade threat? Does BARDA prioritize its sup-
port based on the likelihood and severity of a potential threat, re-
gardless of whether or not it is manmade or naturally occurring? 

And how do you all determine the balance? Where is that bal-
ance piece? And that is also in terms of the resource allocation be-
tween these two categories of need. 

Let me just add to that, if I can, how often does PHEMCE re-
evaluate existing threats and the funding priorities that match 
those threats? Do you have the nimbleness to, if you move to look 
at something, if something was determined in the next 12 months 
that was an infectious disease, drug-resistant bacteria, greater 
threat than a terrorist attack, how long would that transformation 
in BARDA, that pipeline take to move? And how prepared are we 
right now to address the most likely threats to emerge in 2014? 

So let us talk about the balance piece and then these evaluation, 
continuing evaluation pieces. 

Mr. KORCH. Thank you for the multipart question. There is a lot 
to unpackage there. 

Ms. DELAURO. Right. 
Mr. KORCH. With regard to identification of what threats we 

prioritize right now versus what threats we might see in the fu-
ture, we actually in the PHEMCE, in our strategy and implementa-
tion plan, address this. For the first part of it—— 

Ms. DELAURO. The manmade and—— 
Mr. KORCH. Yes. For the first part—— 
Ms. DELAURO. Okay. 
Mr. KORCH [continuing]. The manmade or the deliberate threats, 

this is a function of an evaluation that we work with the Depart-
ment of Homeland Security and the material threat assessments 
and material threat determinations. And from that, we can project, 
while with BARDA’s modeling capability, what is going to be the 
public health impact, which then informs what kind of medical 
countermeasures and how we do it. And that then sets the stage 
for the investments that we make currently in manmade. 

Now on the aspects of—— 
Ms. DELAURO. And natural? Right. 
Mr. KORCH [continuing]. Naturally occurring or emerging 

threats, one of the things that we look for in this program, because 
emerging threats is part of our mandate, not so much on the 
dengues and those types of problems of the world. But what we are 
looking at right now—and Robin alluded to this a little bit, as did 
Mike—is where can we develop medical countermeasures that have 
either platform approaches, things that we are working on right 
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now in biodefense, that can be almost instantly applied to other 
diseases that emerge. 

Ms. DELAURO. This is naturally occurring? 
Mr. KORCH. To naturally occurring diseases that are emerging. 

So different types of vaccines, other kinds of antivirals or anti-
microbial. Robin can provide more information on the extensive 
program that is being developed right now on looking at anti-
microbial resistance, new products to address the gram negative 
bacterial infections, naturally occurring—— 

Ms. DELAURO. Resource allocation, because my time is going to— 
they are going to—— 

Mr. KORCH. Okay. So let me move—— 
Ms. DELAURO. Resource allocation, how do you make this—you 

know, make the distinction and the reevaluation process involved 
in this? 

Mr. ROBINSON. So annually within BARDA, and certainly within 
ASPR and then the entire PHEMCE—— 

Ms. DELAURO. Right. 
Mr. ROBINSON [continuing]. We reevaluate what those priorities 

are and what the funding allocations are. So we are constantly 
doing that. As each individual medical countermeasure comes up 
for acquisition to the Project BioShield and to give to the SNS, we 
go through a process that goes to our senior leaders who actually 
say does this meet our strategy going forward? 

Ms. DELAURO. I will pick up afterward. Thank you. 
Mr. FLEISCHMANN. Thank you, Mr. Chairman. 
And I want to thank each and every one of you all for being here 

today. This is not only insightful to me, as a Member of Congress 
and on the committee, but really it is educational and it helps me 
do my job. So thank you in advance. 

5-YEAR PLAN

The first question I am going to ask, I will open up to ask if each 
and every one of you would like to respond. The second one I defi-
nitely would like each and every one of you all to respond to. 

There has been a lot of discussion about the release of your 5- 
year plan as required by the PAHPRA. We understand that certain 
information that will be included in the plan cannot be released 
publicly for security reasons. When do you plan to release a public 
version of the 5-year plan? 

Mr. KORCH. The plan itself will be coming to Congress hopefully 
by the end of March. That is our intended timeframe to address the 
issues, the concerns. The plan will be made available to Congress. 
The thought about publication to the public itself remains in con-
sideration, but certainly providing the 5-year estimate of budget to 
Congress and to the administration is a big priority that we have 
right now. 

Mr. FLEISCHMANN. Thank you. 

ZOONOTIC DISEASE

My second question is directed to each and every one of you all, 
please. As each and every one of you all have noticed how quickly 
zoonotic diseases can spread once they are transmitted from ani-
mals to humans, could you please share with the subcommittee 
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how each of you all coordinate with other offices within the CDC 
and NIH, for example, and with the USDA, DHS, DoD to leverage 
their research activities to prevent duplication among Federal 
agencies and to make sure that you are prepared to anticipate and 
respond to threats to human health that originate in animal agri-
culture?

Mr. KORCH. The PHEMCE itself is constructed to have a dia-
logue on a regular basis with all the partner agencies that you 
have just described. Biweekly we meet on the problems that we 
face. As new problems emerge, the senior leadership of each of our 
organizations assesses whether it falls into the lane of the 
PHEMCE, per se, or happens to fall in a different part of the HHS 
structure.

So PHEMCE itself deals with a number of the diseases that we 
have described this morning, but not all diseases. Certainly on 
some of the agricultural ones, USDA would be the lead for that. 
And they would come to us, and they would bring to the table 
issues that we may have that we can provide solutions to or inter-
act with, depending on the disease itself. 

And I will turn this over to my other colleagues. 
Mr. FLEISCHMANN. Thank you. 
Mr. ROBINSON. So let me give you an example where this actu-

ally happened last year with H7N9 avian influenza outbreaks in 
China, which have the potential to become a pandemic. They can 
spread worldwide. 

Unfortunately, we do have experience, and our great colleagues 
at CDC were able to instantly detect this. In working with our col-
leagues at FDA and the NIH and CDC, we were able to make vac-
cines seed strains in record time, using new technologies. And then 
actually getting those vaccines made last spring and last summer 
and starting them in testing with the vaccine manufacturers and 
with our colleagues over at NIH to do those. 

And we actually have now a stockpile of H7N9 vaccine that is 
here in the United States, and the United States is prepared if that 
were to become a pandemic, with a first strike capabilities. But 
that is what we normally do. 

We have worked together from H1N1 and other events now to 
H7N9 and SARS and MERS coronavirus are other examples of 
where we have worked together. 

Mr. FLEISCHMANN. Thank you. 
Mr. BUREL. I would concur with Dr. Robinson’s statements. We 

work closely across our agency and across all of these operating di-
visions of HHS on a routine basis, and I think we have good 
connectivity to understand how to pass this information and do the 
right things with it for the American public. 

Dr. BORIO. In addition to being members of the PHEMCE, our 
steering committee at FDA that prioritizes our regulatory science 
research is staffed by the PHEMCE to make sure that we have full 
alignment with their priorities. And last year, FDA also joined the 
NICBR, the National Interagency Confederation for Biological Re-
search, located at Fort Detrick, which allows also to coordinate our 
research portfolio and, importantly, identify potential areas of syn-
ergy and cooperation to make some of the ongoing research even 
more useful for regulatory decision-making at the FDA. 
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Dr. KURILLA. The potential for zoonotic diseases to really create 
public health problems is something that NIH has recognized for 
a very long time, and we work with a wide array of partners who 
have available assets in terms of surveillance and other types of ca-
pabilities that they can offer in terms of being able to get the most 
productive results from those research. 

But it is largely agent specific in terms of who we work with. 
Mr. KINGSTON. Thank you. 
Ms. LEE. Okay. Thank you very much. 
I want to thank you, Chairman Kingston and Ranking Member, 

for this very important hearing today, and thank all of our wit-
nesses for being here. But also, more importantly, for what you are 
doing each and every day with, again, minimal resources, quite 
frankly.

In my district, the Lawrence Berkeley National Lab receives 
BARDA funding, and they work with this funding on a medical 
countermeasure, and we are really pleased with that partnership. 
I guess I wanted to ask a few questions first with regard to part-
nerships with research universities as it relates to research on in-
fectious diseases and treatments. 

PARTNERSHIPS WITH MINORITY-SERVING INSTITUTIONS

How are you—do you prioritize or do you work with minority- 
serving institutions to develop a pipeline for diverse investigators, 
such as with historically black colleges and universities, Hispanic- 
serving universities? 

Dr. KURILLA. So NIAID research funds are allocated and distrib-
uted on a peer-reviewed system. There are a variety of funding 
mechanisms to avoid everyone piling into the same queue, and 
there are some that specifically address those types of issues that 
you have highlighted. 

And so, there are funding opportunities for those specific entities 
that are available, still covered under peer-reviewed system and 
awarded in a meritorious—— 

Ms. LEE. Okay. Available, but I would like to see a report as it 
relates to minority-serving institutions, how they fare. Are they re-
ceiving any of the funds for this very important work? 

Dr. KURILLA. I think NIH would be pleased to get back with you 
with a written report on that. 

[The information follows:] 

NIAID FUNDING TO MINORITY-SERVING INSTITUTIONS

The National Institute of Allergy and Infectious Diseases (NIAID) conducts and 
supports basic and applied research to better understand, treat, and ultimately pre-
vent infectious, immunologic, and allergic diseases. In fiscal year 2013, NIAID pro-
vided approximately $162 million in research funding to minority-serving institu-
tions in support of this mission. 

Ms. LEE. Okay. Really appreciate that. 
Dr. Robinson. 
Mr. ROBINSON. BARDA has Small Business Administration 

goals, including minority goals, and which we have surpassed every 
year. And we would be happy to provide you. 

Ms. LEE. You will give us that. Okay. 
[The information follows:] 
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ASPR SMALL BUSINESS GOALS

ASPR’s small business goal in FY2013 was 15%, and 36% was achieved. In 
FY2014 ASPR’s small business goal is 15%, and we expect to exceed that goal again. 

FUNDING FOR HOSPITAL PREPAREDNESS PROGRAMS

Ms. LEE. Also I have heard from hospitals in California that 
there is really a need for more sustained funding for coordination 
with hospital preparedness programs as it relates to sort of an inte-
grated training with local and Federal responders. How is this co-
ordination taking place, and do we need to do more? 

Mr. KORCH. Well, certainly, we have granting mechanisms. The 
Hospital Preparedness Program is one of our main mechanisms for 
providing State, local, tribal, and territorial public health and 
healthcare coalitions with opportunities just for those types of 
needs.

We make do at this point in time with the funds that have been 
provided. We have seen a much more robust response in develop-
ment of healthcare coalitions coming together, to offer community 
resilience with the funds that are provided. 

The other mechanism, of course, is the PHEP grants, and I will 
turn over to Greg Burel to describe a little bit more of how those 
dollars also make it into the community for these needs. 

Mr. BUREL. Thank you, George. 
The Public Health Emergency Preparedness, or PHEP, Coopera-

tive Agreement funds are those funds that our State and local pub-
lic health partners use to fund their preparedness activities, wheth-
er that be planning, exercising, training, participating with hos-
pital consortia or others in other exercises. And we send those out 
through our Division of State and Local Readiness, which is part 
of the office that also contains the Strategic National Stockpile, so 
that we can work closely with them and make sure that people are 
prepared to use what we can give them. 

Ms. LEE. Okay. So if we find hospitals that aren’t aware of this, 
can we let you know? Because they are calling and asking us for 
this kind of information. 

Mr. BUREL. We could certainly carry that information back to the 
right place, ma’am. 

Ms. LEE. Okay. Great. 
Mr. KORCH. And the same thing with us, we will do with ASPR, 

with our Office of Emergency Management. We do participate in all 
the 10 FEMA regions. We have officers in each of the regions to 
coordinate these programs. 

Ms. LEE. Okay. Great. And finally, let me just ask you. I held 
a couple years ago—well, a few years ago, a forum with regard to 
emergency preparedness for vulnerable populations—senior citi-
zens, those living in nursing homes, assisted living, low-income in-
dividuals, the disabled. 

VULNERABLE POPULATIONS

How are we—it was very—not very robust at that point. Are we 
coordinating and looking at vulnerable populations and developing 
strategies in the case of an unfortunate attack? 

Mr. KORCH. I know that the Assistant Secretary for Prepared-
ness Response has made a top priority in making sure that these 
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other organizations, which we consider still part of the healthcare 
community in any State and locale, they form a very important as-
pect of medical treatment, of being able to respond to the needs of 
citizens.

So those at-risk populations are part of the—of how the organiza-
tion, ASPR, looks to improve coordination and capability. They cer-
tainly have over the last several years become much more inte-
grated in our—and the PHEMCE itself, in terms of the needs of 
special populations, has it as one of our major goals in the strategy 
that we have put together. 

Ms. LEE. Okay. Thank you, Mr. Chairman. 
Mr. JOYCE. Thank you, Mr. Chairman. 

MULTIYEAR BUDGET

Good morning. Realizing, for the panel now, the fact that Presi-
dent Obama’s budget has not been submitted yet. So you don’t 
have specific numbers. But did the budget process allow for the 
professional judgment requirement that you have identified in your 
multiyear planning document? 

Mr. KORCH. We are using professional judgment information to 
prepare the 5-year program. So the professional judgment, of 
course, operates against the as-of-yet determined amount that is 
being forwarded by the administration. That, plus other informa-
tion that each of the agencies has with regard to what it projects 
its needs are, even beyond that going into the 5 years, will con-
stitute the information. 

Some of it, present year, obviously, is known. Budget projections 
for the future are still estimate, as you say. But, yes, we are ac-
counting for that information as we develop these multiyear budg-
ets.

Mr. JOYCE. What steps, if any, do you think would be required 
to better align your needs with the presidential budget process? 

Mr. KORCH. Well, certainly we work with our Office of Finance, 
the ASFR office. We work with the OMB offices. We work also with 
the staffs here, with the administration, to identify what we project 
as needs. And then, based on the prioritizations that happen within 
the department and the administration, we adjust appropriately to 
the level that resources become available. 

So our estimates are ones of what we project as need to sustain 
the program, and then, hopefully, those are translated into the re-
ality of the funding. 

Robin, do you want to have any more? 
Mr. ROBINSON. Historically, BARDA has actually been doing 

multiyear budgeting for a number of years because we knew that 
in fiscal year 2014, as Congresswoman DeLauro pointed out, we 
were about to go into the abyss because we no longer were going 
to be able to tap supplemental and advance appropriations, and we 
were moving, hopefully, because we were a mature organization to 
be considered for annual appropriations. That created a serious 
problem for us. It created a serious problem for you and the admin-
istration.

As we have gone forward, we presented what the outlook would 
look to be for the next 5 years and have done that routinely over 
the last several years in coordination with the CDC, FDA, and the 
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NIH. And who is going to be doing what and what do we actually 
need to fill the gaps, and then what can we possibly do with budget 
austerity?

MEASURING SUCCESS

Mr. JOYCE. Now Congress has required that PHEMCE evaluate 
the progress of all activities from research through stockpile dis-
tribution and utilization. How are you measuring success across 
PHEMCE?

Mr. KORCH. We look at success in a number of different ways, 
one of which certainly is to what extent are we able to move prod-
ucts through the pipeline that you have heard described, which is 
a very expensive undertaking, into Strategic National Stockpile. 

So approval of a drug is a major success for us. Having a drug 
available under emergency use authorization for the need when it 
arises. Fostering a strong, sustainable base with our industrial 
partners is a major goal. Being able to be sure that when the drugs 
are in the Strategic National Stockpile that we are working with 
our State and local counterparts, public health counterparts, to be 
sure that those are distributed and delivered appropriately. 

We have metrics, and we have processes on all of those fronts, 
from the industrial partners to the stakeholders at State and local 
and all the way through our partners here. So we do look at a 
number of things that we think of as achievements and use as 
metrics.

We also have an implementation plan with a number of tasks 
that have been outlined. Accomplishment of those tasks, in turn, 
translates to an effective PHEMCE on the whole. 

Mr. JOYCE. Is there a way of improving that process as we move 
forward?

Mr. KORCH. Well, everything, all processes could stand improve-
ment. And what we have seen over the number of years that we 
have been operating has been an increase in if you call it the bu-
reaucratic underpinnings of this, better communication across all 
the members here, the ability to track our portfolios much more ef-
fectively, to look at where the challenges, the roadblocks are and 
to address those immediately. 

We are putting in practice and play mechanisms such as portfolio 
tracking tools. BARDA and the CDC have very effective mecha-
nisms for looking at whether the resources that are being used are 
being used in the most effective fashion. So a wide variety of 
metrics and mechanisms to track our effectiveness. 

Mr. JOYCE. Great. Thank you, Doctor. 
Mr. KINGSTON. Ms. Roybal-Allard. 
Ms. ROYBAL-ALLARD. Thank you very much for being here. 

PREPAREDNESS AND RESPONSE FOR AT-RISK POPULATIONS

My question has to do with preparedness and response as it per-
tains to at-risk populations. And Dr. Burel, limited English-pro-
ficient communities could be particularly vulnerable during a pan-
demic, and the reasons include a lack of insurance or access to reg-
ular medical care, lack of trust in countermeasures distributed by 
the Government, and lower levels of health literacy. 
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So this raises the concern that these populations could be left 
without adequate information and support during an emergency. I 
have three questions with that regard. 

What is the CDC and its grantees doing to help ensure an effec-
tive distribution of medical countermeasures to limited English- 
proficient populations before and during an emergency? What mod-
els are being created that can be adapted to meet the specific needs 
of these and other high-risk communities? 

And since many underserved, limited English-proficient popu-
lations such as those in my district receive their primary care in 
community health centers, what incentives to you have to encour-
age your grantees to work with community centers in developing 
their medical countermeasure distribution plans in the event of a 
pandemic or other biological emergency? 

Mr. BUREL. Thank you for your question, ma’am. 
We have done work in this area in a number of different ways 

over the years. Some of this is focused particularly in pandemic in-
fluenza material that we have available in a number of different 
languages at this time. 

We have also engaged translation services to help us prepare ma-
terial in advance of threats that we anticipate being prepared for 
so that we can distribute them in a number of languages that we 
know would be needed. Many of these are specific to localities, and 
we have also worked with States to make sure that they are pre-
pared to do the type of messaging to provide the type of informa-
tion in the appropriate language in their communities. 

Some of the models that we have done to try to meet some of 
these specific needs that we continue to try to work with that show 
promise are we have personnel who work directly with our State 
and local partners and then with private sector business, private 
sector voluntary organizations who have a reach to these types of 
populations. And we encourage our State and local partners to con-
tinue to engage those organizations, as we do as well at a national 
level.

Finally, in the community health centers, we encourage our State 
and local partners, our grantees to work with community health 
centers where in their plans for distribution and dispensing of med-
ical countermeasures that is the best place for them to do that. And 
these plans always make use of, I believe, the best cases in the par-
ticular locality and State to reach the affected populations. 

Ms. ROYBAL-ALLARD. And do you feel confident that that is work-
ing? I mean, you use the word you ‘‘encourage’’ them to do this. I 
know you can’t require them. But are you finding that, in fact, 
these efforts are being effective and that there is, you know, move-
ment and there will be success in the event that we have to, unfor-
tunately, take action in these communities? 

Mr. BUREL. We have seen good work in some of these areas. We 
have heard stories from our State and local partners that are indic-
ative to us that there are plans and programs in place and work 
being done that is effective. Anything can be made better all the 
time, and we continue to try to find ways to innovate and improve 
our capability to deliver these types of medications and services to 
all of these populations. 
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Ms. ROYBAL-ALLARD. Okay. I would appreciate, if possible, if 
maybe you could share with my office or the committee maybe 
some areas where you think even we, as Members of Congress, can 
be more helpful in encouraging either within our local communities 
or within our State legislatures to take more advantage of some of 
the things that you are proposing. 

Mr. BUREL. We would be happy to share that, and thank you so 
much for that support. 

Ms. ROYBAL-ALLARD. Thank you. 
[The information follows:] 
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Ms. ROYBAL-ALLARD. Do I have time for one more or not? 
Mr. KINGSTON. Yes. 

VACCINE HESITANCY

Ms. ROYBAL-ALLARD. Okay. This is for Dr. Korch. Over the past 
few years, we have seen a resurgence in vaccine preventable dis-
eases, such as whooping cough and measles. And to some degree, 
it is likely tied to a growing trend among parents and individuals 
who are opting out of these recommended vaccines. 

Last week, the CDC reported that only 34 percent of adults age 
18 to 64 got the seasonal flu vaccine, and requests for exemptions 
from school vaccinations are also increasing in this country. And 
this trend may reflect a growing lack of vaccination confidence in 
the United States. 

Are you concerned that vaccine hesitancy will be a problem dur-
ing a crisis requiring the immunization of segments of whole popu-
lations of a community, especially if it involves the use of a new 
vaccine or a product? And if so, what is ASPR doing to address the 
lack of confidence in immunizations before there is a pandemic or 
other health crises? 

Mr. KINGSTON. And Dr. Korch, we will probably have to take 
that for the record. But I am interesting in hearing the answer to 
that and may just ask you on my time the answer to it. 

Mr. KORCH. Very well. Thank you. 
Mr. KINGSTON. And Mr. Stewart? Having edged out Mrs. Roby by 

about 3 seconds—— 
Mr. STEWART. I pushed her down when we were coming through 

the hall. [Laughter.] 
Mr. KINGSTON. You did. You held her up in the hall. 
Mr. STEWART. All right. Thank you. 
Chairman Kingston and Ranking Member DeLauro, we look for-

ward to working with you. I appreciate your welcome. I want you 
to know I am happy to get your coffee. I was in the Air Force for 
many years, and what we did to new pilots was way, way worse 
than that. [Laughter.] 

REP. STEWART STATEMENT

Mr. STEWART. So to the members of the panel, thank you. It is 
a distinguished panel, and it is one of those panels and, frankly, 
some of your comments make me wonder, you know, whether I and 
the American people are kind of smart enough to keep up with you 
on some of these things. And it is a little bit frustrating for you, 
I think, and maybe for us as well, because 3 and 5 minutes just 
isn’t enough to really dive into these questions at all. 

I would like to come back and maybe in a second round talk 
about some of the issues with funding and resources and whether 
they are adequate or, you know, how we might do a little better 
job of that. But I would like to keep a more broad picture, if we 
could, kind of a bigger picture. 

Dr. Robinson, I am going to talk or mention quickly something 
that you said and that Chairman Kingston mentioned as well, and 
that is the problem we have with complacency. I don’t know very 
many Americans who have ever heard of PHEMCE and could tell 



59

us what it is or give us any idea, you know, of the important work 
that you are doing. And this panel is an opportunity to do that, I 
think.

You know, we had conversations about SARS, about bird flu, 
about other things that, thank heaven, didn’t turn out the way that 
we feared that they might. And I worry that that gives people 
maybe a false sense of complacency, thinking that, you know, there 
are always people who are going to take care of these things. That, 
you know, we will see a couple of news stories about it, but it will 
always be in China or somewhere else, and it is not something that 
is going to affect us as much or very deeply. 

STATEMENT TO THE AMERICAN PEOPLE

So very quickly, with one specific question, and then I want to 
come back to the rest of the panel and ask you to be thinking about 
if you had 30 seconds to address the American people, which I am 
giving you now, what is the one thing you would say to them? 
What would you want them to know about the work that you are 
doing?

FUNDING CONCERNS

But before we do that, Dr. Robinson, I know that the work you 
do with BARDA, you are always measuring threats, both manmade 
and natural occurring threats. You are prioritizing those, I am 
sure. You are trying to attach resources to those individual threats. 

But at the end of the day, you run out of money. You just don’t 
have all of the resources that you need. No Government agency 
does. And can you tell me quickly, are there—is there a long list 
of concerns that you have that you don’t have the resources to ad-
dress?

Mr. ROBINSON. As we said earlier, development of pharma-
ceutical products, medical countermeasures is risky, lengthy, and 
expensive. And what we do in advanced development is the most 
expensive portion of the entire enterprise—the clinical studies, the 
commercialization of the manufacturing process. So if we had more 
funds, there would be ability to do more clinical studies and to ac-
tually have facilities that could make these products. 

We have taken the dollars that we have been given by the tax-
payers to expand our response and preparedness capabilities and 
have actually used those, both in H1N1 pandemic and also now in 
the H7N9 outbreaks last year. So they are paying off already, but 
we are looking at ways that we can actually streamline and save 
the taxpayers more money by providing more assistance with risk 
mitigation measures that decrease the amount of failure with this 
whole process. 

Mr. STEWART. Well, and the challenge you have—and then if I 
could move on to the other members. I mean, we live in a time 
when no agency has the resources that they would like and never 
will, and that is going to be a growing challenge in the future for 
every agency. 

And again, I would like to come back to you maybe at some fu-
ture point to get a feel for how comfortable you are with where we 
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are and how you are going to meet that challenge because I just 
think that is something that we have to recognize. 

STATEMENT TO THE AMERICAN PEOPLE

To the other members of the panel, again, if you had just a few 
seconds, a few sentences, what would you want the American peo-
ple to know about what you do and what they can do to be more 
aware and more prepared? 

And Doctor, yes, if we could? 
Mr. KORCH. Well, in 30 seconds, I think what we would want to 

tell the American people is that this is the organization and this 
is the group of people that are anticipating the nature of both the 
deliberate and the naturally occurring threats. And that as your 
watchdogs, we are formulating the approaches, the needs, and the 
capability to bring to the American people those necessary medical 
countermeasures that we will rely on to mitigate the effects of any 
of these. 

Look at mortality, morbidity. What can we do to reduce the risk 
to the U.S. population? 

Mr. STEWART. Okay. Thanks. Anyone else want their 30 seconds 
with a concise comment? 

Mr. BUREL. I think that we would like the public to know how 
hard public health works to keep them protected not just from 
these events, but from events every day, and how important that 
is to them. And then also how they could look at protecting them-
selves better in the future, and we offer many opportunities to 
learn that. 

Mr. STEWART. All right. Thank you, Chairman. 
Mr. KINGSTON. Thank you. 
Mrs. Roby. 
Mrs. ROBY. Thank you, Chairman and Ranking Member. It is a 

privilege to serve on this committee. And so, I am thrilled for the 
responsibility, and I look forward to working with everybody here. 

INFLUENZA

Last week, the Centers for Disease Control and Prevention Direc-
tor Tom Frieden provided a briefing on this year’s influenza activ-
ity. And it was very helpful when he noted that the first line of de-
fense is vaccination, but it is important to remember that some 
people who get vaccinated may still get sick, and we need to use 
our second line of defense, the antiviral drugs. 

Our focus on vaccination is appropriate, but we don’t talk enough 
about the importance of treatments for influenza, particularly 
among children. According to the CDC, so far this year 52 children 
have died from influenza, and 43 percent of children who visit the 
hospital related to influenza had no complicating medical factors. 

Clearly, the flu takes a serious toll on our young and vulnerable. 
And as a mother of two small children, I find that very concerning. 

I am also troubled about news reports regarding medications 
that were in short supply in many parts of the country. That being 
said, we can clearly do a better job of avoiding shortages by having 
the Government be more flexible on how it approaches the SNS, 
the Strategic National Stockpile. 
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So, Mr. Burel, for example, I understand that antivirals pur-
chased for a pandemic are packaged differently than those sold 
commercially for seasonal flu. This complicates drawing on a re-
serve to ease shortages that may occur in severe seasonal flu out-
breaks.

Has the Government thought of working on a system in which 
the SNS stockpiles antivirals with packaging that could be used for 
a normal flu season? And I am told in doing so that we could expe-
dite getting medications to the people who need them while also 
yielding fresher medications with longer expiration dates. 

Mr. BUREL. In just this year, we worked with the major manufac-
turer of Tamiflu to offer to them stocks of our material should they 
experience shortage in their supply chain. And working with them, 
they were able to show us that the spotted shortage they were see-
ing was not something that our material at that time could be 
helpful for. 

But we believe that trying to work towards packaging that looks 
similar to the commercial product would be useful in those in-
stances. The packaging that we hold was developed specifically for 
us, and it was specifically developed around the time we were pur-
chasing these materials for pandemic influenza use only. But we 
have moved beyond that today. 

INFLUENZA VACCINE SHORTAGES

Mrs. ROBY. So what is the best way to avoid shortage headlines 
in the future, and are more resources necessary or can this be miti-
gated by implementing a better distribution strategy? I mean, you 
can answer or anybody else that wants to weigh in, feel free. 

Mr. ROBINSON. So one of the things that BARDA has been doing 
with our colleagues over at the FDA is there are ways that we can 
use our new Fill Finish Manufacturing Network that are domestic 
CMOs that can actually fill these drugs that are in short supply 
in an emergency. 

And so, we are putting forward together in 2014 a plan to go for-
ward with the FDA to be able to utilize these four different part-
ners that we have in the private sector. 

Mr. BUREL. At CDC, we continue to look for ways to work with 
private sector partners that do this work every day for the distribu-
tion and dispensing of these countermeasures or these medications 
for seasonal flu, to look at is there a place and is there the right 
opportunity to use some of our material to assure that shortages 
don’t occur and that things flow through a normal supply chain, as 
people expect. 

Mrs. ROBY. Okay. Did you want to? Go ahead. 
Dr. BORIO. I would just add that FDA works very closely on this 

issue, as well as CDC. And during the spot shortages, for example, 
we sent communications out to remind pharmacists and physicians 
that the label of oseltamivir, Tamiflu, contained information about 
how to prepare pediatric formulation in the absence of suspension. 

And also we sent communication out to our State and local 
health partners to remind them that certain stocks of Tamiflu were 
still good for use based on our scientific analysis and should not be 
discarded.
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Mrs. ROBY. Okay. And speaking of suspension, real quick, I 
mean, how much are we supposed to have on hand for children 
that can’t—you know, that need this in the liquid form? 

Mr. BUREL. So I would ask to come back to you with the specific 
numbers that our current stock requires in that area. 

Mrs. ROBY. Okay. Okay. That is great. 
[The information follows:] 

SNS REQUIREMENTS FOR ORAL SUSPENSION ANTI-VIRAL COUNTERMEASURE

The PHEMCE target goals for SNS antiviral suspension (specifically oseltamivir) 
holdings total 1.6 million treatment regimens; however in an effort to make the best 
use of taxpayer funds, CDC does not maintain oseltamivir suspension in the SNS. 
If suspension product was needed during an emergency, there are instructions avail-
able for compounding suspension formulation from oseltamivir capsules. To meet 
the needs of pediatric patients, SNS also contains pediatric strengths of oseltamivir 
capsules (30mg and 45mg capsules). These capsules may also be opened and put 
into different mediums to facilitate medication administration for children who may 
not be able to swallow capsules. 

These solid oral dosage forms can be purchased and maintained in the SNS at 
significantly lower cost than suspensions, allowing CDC to maintain greater treat-
ment capability to protect the U.S population within available funding resources. 

Mrs. ROBY. I yield back. 
Mr. KINGSTON. Thank you. 
And we will start our second round now, and I am assuming ev-

erybody is staying for a reason. 

VACCINE HESITANCY

Dr. Korch, I am going to ask you to answer Ms. Roybal-Allard’s 
question, but I want to put this specific on it that we hear from 
time to time from constituents that some of the vaccines have an 
unintended consequence of causing autism. So there is some sus-
picion that these vaccines maybe aren’t as tested as they should be. 

COMMERCIAL INTEREST AND FDA

So I would like you to answer that. But while he is doing that, 
Dr. Borio, and I am going to give you a minute, and then would 
like to talk—I would like you to answer a question in terms of the 
commercial interests on FDA oversight. Drug development compa-
nies is proprietary because they have to be proprietary. They have 
to get approval, and they need to work with you toward some of 
these goals. 

And I would just like to ask you a general question in terms of 
the balance. So you can be thinking about that while Dr. Korch is 
answering the question. 

VACCINE HESITANCY

Mr. KORCH. Well, we certainly recognize the public perception or 
perception in some part of the public with regard to safety and effi-
cacy of vaccines. Now, as you all know, vaccines, the use of vac-
cines in our society has largely been responsible or is a very impor-
tant component of mitigation of childhood diseases. 

As you mentioned earlier, polio, well known to our grandparent 
and parent generations, not so much known today. That is a direct 
result of very effective vaccines. Even across the world, the ability 
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almost to control now polio across the world, it has got its prob-
lems.

Now the question of the safety is extensively tested prior to the 
release of the product and then after the release of a product. We 
do postmarketing surveillance. 

The literature that is expanded regarding the issue of autism, its 
linkage to vaccines, there has been a tremendous amount of focus 
in the scientific community, in the research community, to look for 
those linkages. My understanding is, from looking at the literature, 
that has largely been disproven, at least in the scientific literature 
that has been presented. 

But the messaging around that still continues to be a major chal-
lenge. The Centers for Disease Control, the Food and Drug Admin-
istration, I think we all have responsibility, when you talk about 
complacency, this is the flip side of that. Complacency or not want-
ing to know what the issues are at hand that we face on a daily 
basis is one aspect. But then the effects of information that is 
spread in ways that when evaluated against the scientific informa-
tion we have still has a corrosive effect. 

We will rely upon these vaccines or some of the vaccines that we 
are developing, should we see an event. I think the cost-benefit 
ratio that people make on an individual basis changes as a function 
of ‘‘Am I facing an imminent threat or not?’’ 

Those are factors that we would have to weigh on as an event 
happens. But certainly, our job is to make those products available, 
make them safe, make them effective. 

Mr. KINGSTON. So you would say wholeheartedly to the moms 
and dads of the world get vaccinated. Get your children vaccinated. 

Mr. KORCH. My kids are vaccinated. 
Mr. KINGSTON. Okay. Dr. Borio. 

COMMERCIAL INTEREST AND FDA

Dr. BORIO. To that end, I will just add that surveillance, safety 
surveillance of products in use is something that we all take very 
seriously and collaborate on. And H1N1 was a real important ex-
ample of how product was deployed for use, and our ability and 
close cooperation with the CDC took a lot of safety information in 
near real time for over 100 million doses. It was essential to give 
the U.S. Government the confidence they needed to be able to com-
municate with parents and the population the safety profile of the 
vaccine.

Mr. KINGSTON. Well, let me ask you about the commercial bal-
ance and approval and that question. 

Dr. BORIO. So how we prioritize—— 
Mr. KINGSTON. Yes. 
Dr. BORIO. So FDA works with all sponsors and developers, all 

sponsors and developers. Clearly, this area of countermeasures is 
one of the most complex types of products for us to help develop 
and to evaluate. 

When resources are very, very limited, we will prioritize the 
products in defensive pipeline because they do represent the best 
thinking of the U.S. Government with respect to priorities. Not un-
commonly, however, we will also inform PHEMCE of products that 
we encounter during our interactions with the commercial sector 
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that may be very promising, that have unique features, for exam-
ple, that ought to be considered. 

So there is a constant exchange of information, but it is our pri-
ority to support the enterprise with these resources. 

Mr. KINGSTON. Thank you. 
Ms. DeLauro. 
Ms. DELAURO. Thank you, Mr. Chairman. I wasn’t going to go 

here next, but I will. I am presuming we have a third round. 

PUBLIC INTEREST IN BARDA INVESTMENTS

This is a very, very interesting piece. Something that I am inter-
ested in, and I think it gets me to you, Dr. Robinson, and this is 
about the public interest in BARDA investments. Because BARDA 
provides substantial assistance, financial and otherwise, to compa-
nies for development of drugs, vaccines, and other products. 

What I want to try to get at here is the public interest here, pro-
tecting that public interest and U.S. taxpayers with regard to this 
investment. The return, which we would agree on, is a benefit, 
whether there is a terrorist attack. 

But what I want to know is—and I am going to send a list of 
questions on this. So I am going to truncate what I want to say 
is here is when you—how is it that we deal with the contracts 
under BARDA and BioShield about negotiating, how does BARDA 
negotiate contracts? How do we negotiate price with regard to Bio-
Shield?

Is competitive bid laid out here in any way? Are the U.S. tax-
payers, just quite bluntly, are they paying for high profit margins? 
And what are the—what have we been paying for product develop-
ment? What are we doing? It just appears that we—my under-
standing is that we support the facility. There is a match to do 
here that is then we support the technology and the development, 
and then we are the purchaser. 

So we support that effort. So I am very interested in how these 
contracts and these prices are set and what we do to monitor the 
costs of all of this effort. 

Mr. ROBINSON. Thank you, Congresswoman. 
You get to the heart of it, and that is how we be good stewards 

of the taxpayers’ dollars. 
Ms. DELAURO. Amen. 
Mr. ROBINSON. BARDA, we feel, is a really good steward because 

we do get to see the entire process from when the NIH turns over 
a product to us to actually then we going through advanced devel-
opment to turn it over to the Strategic National Stockpile. 

So we follow the Federal acquisition regulations. We use inde-
pendent Government estimates to determine what is the price for 
like products out in the public. And we have actually done a pre-
liminary study that actually shows that the length of time and the 
amount of money that the medical countermeasures that BARDA, 
NIH, and CDC has supported is actually much less than what we 
see in the private enterprise. 

And in terms of about a $1,000,000,000 to $1,200,000,000 is what 
it takes for a product to go from beginning to becoming a marketed 
product. We are seeing anywhere from about $300,000,000 to 
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$400,000,000 for many of our medical countermeasures. How are 
we able to do that? 

Ms. DELAURO. Do you competitively bid? Do you go to various 
places?

Mr. ROBINSON. We absolutely do. There has been only one in-
stance in which we did not, and that was for the urgency of that 
product that we needed—— 

Ms. DELAURO. What was that, anthrax? 
Mr. ROBINSON. That was for the smallpox antiviral drug. 
Ms. DELAURO. Smallpox, okay. 
Mr. ROBINSON. We have responded to that on a number of occa-

sions on why we did that. But it was, in fact, middle of the road 
in its price range of commercial products that were like other 
antiviral drugs, in fact. 

As we go forward with our core assistance program, if we can 
mitigate failure so that we have more successes, which from the be-
ginning usually is around 90 percent of the products, the can-
didates that go through fail. We decrease that, then we actually 
don’t have to pay for all those failures. And we are doing that 
through our core service—— 

Ms. DELAURO. Right. Because, look, we are the buyer. I mean, 
you know, there may be commercial aspects of this, but we are pri-
marily the buyer. 

Mr. ROBINSON. That is right. 
Ms. DELAURO. We don’t get the benefit of the commercial profit. 

The companies get that benefit. Do we put a timeframe, and are 
we watching the timeframe that says, okay, this is what we said 
you were going to do. These are the milestones, et cetera. You are 
not there. So, you know—— 

Mr. ROBINSON. Well, we—— 
Ms. DELAURO. Or are we saying, my God, this is the only place 

we have to go, and we may have an emergency, which means we 
just flood in more money to deal with what they said. You know, 
do they come in budget and on time is what we are talking about. 

Mr. ROBINSON. You will probably hear grievances about BARDA 
being pretty tough about down-selecting. We do products that don’t 
make it. 

Ms. DELAURO. I will have a list of questions in this area, which 
I would like to submit to you. 

Thank you. 
Mr. KINGSTON. Mr. Fleischmann? 
Mr. FLEISCHMANN. Thank you, Mr. Chairman. 

PROJECT BIO SHIELD

And in, I guess, furthering the line of questioning from my col-
league Representative Stewart, Dr. Robinson, I have a question for 
you, sir. The subcommittee was somewhat surprised by the budget 
request that was sent up by the administration last year, sir, for 
the Special Reserve Fund. I can imagine that there is substantially 
more product you can purchase than the $250,000,000 would allow. 

In an ideal world and in your best professional judgment, can 
you tell us how much money you could reasonably spend in fiscal 
year 2015 to adequately and responsibly protect the American pub-
lic from the various forms of bioterrorist attack? 
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Mr. ROBINSON. Thank you for the question, Congressman. 
In the President’s budget that you will see coming forward, you 

will see a significant increase in the amount of funds that we will 
be requesting for Project BioShield and the Special Reserve Fund 
above what we asked for in fiscal year 2015. That will actually go 
towards three new products that we think that we can bring to the 
American public in preparedness and response. 

Those would include a chemical agent antidote, a thermal burn 
treatment, and also a biodosimetry device in which we can actually 
measure the amount of radiation that someone has actually experi-
enced after an event. 

Mr. FLEISCHMANN. Thank you, sir. 

STRATEGIC NATIONAL STOCKPILE

Mr. Burel, we have noticed a trend in recent years that budget 
requests for the Strategic National Stockpile have declined. In fis-
cal 2014, we appropriated $535,000,000, an increase over fiscal 
2013.

With over 80 products in the pipeline, in an ideal world and in 
your professional judgment, can you tell us how much money could 
reasonably be spent on the SNS in fiscal year 2015 to replenish ex-
isting products and purchase new products in the BARDA pipeline 
to adequately and responsibly protect the American public, sir? 

Mr. BUREL. BARDA has done a lot of great work to make sure 
that we get the longest life span available from the products that 
they provide to us, and I think that is a real success story for us 
and BARDA together to have found ways to be able to get the long-
est life out of what they have been able to invest. 

So I believe that we are prepared to invest appropriately to re-
place anything that needs to be replaced from that BARDA pipeline 
in the next year. But there is nothing specifically that we need to 
replace from the BARDA pipeline, I believe, until 2018. 

Mr. FLEISCHMANN. Thank you, Mr. Chairman. I yield back. 
Mr. KINGSTON. Ms. Roybal-Allard. 

CUTS TO PUBLIC HEALTH AND PREPAREDNESS

Ms. ROYBAL-ALLARD. Dr. Burel, a recent NACHO survey reported 
that due to sequestration and other budget cuts at the Federal, 
State, and the local level, health departments have lost tens of 
thousands of public health jobs, and health departments are report-
ing cuts to their emergency preparedness programs. 

As we approach the beginning of the fiscal year 2015 budget 
process, can you explain to this committee the impact these budget 
cuts and sequestration have had on our preparedness, and what 
impact, if any, will additional cuts to the Public Health Emergency 
Preparedness grants have on our ability to distribute medical coun-
termeasures?

And what needs to be done to help communities restore their lost 
capacity to enable them to effectively respond to a health crisis? 

Mr. BUREL. The work that our States and locals do with the 
funds that were provided under the PHEP Cooperative Agreement 
directly helped them be prepared to make use of the medical coun-
termeasures in the Strategic National Stockpile. 
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We believe that they continue to find more new and creative, in-
novative ways to work within the funds that they have. But as 
availability of funds continue to erode in that area, we have to con-
tinue to work with them to provide them the right things and tools 
and assistance to make the best use of the medical counter-
measures that we can give them and to help them plan and pre-
pare as well. 

Ms. ROYBAL-ALLARD. But directly with these lost tens of thou-
sands of public health jobs, will you—with whatever these new 
measures that you are talking about, will it be sufficient to fill 
those gaps in the event of an emergency? Or do we need to consider 
perhaps investing more into these grants to get our communities 
better prepared? 

Mr. BUREL. We will continue to look at the measure data that 
we have available, and we can come back to you with more infor-
mation about areas in which State and local public health could 
benefit further. 

Ms. ROYBAL-ALLARD. Okay. 
Ms. DELAURO. Would the gentlelady yield for a second? 
Ms. ROYBAL-ALLARD. I will yield, yes. 
Ms. DELAURO. With all due respect, and I understand the re-

sponse to Ms. Roybal-Allard’s question. But the fact is, is that over 
the past decade, we have seen a real cut of about 42 percent, 
$465,000,000, to CDC if you count for inflation, et cetera, for State 
and local agencies over this last 10 years. 

That has got to have some impact on our preparedness at the 
State and local level. It is not doing more with less. It is doing less 
with less. And I think you have an obligation to let this committee 
know what is happening out there to our preparedness. 

Ms. ROYBAL-ALLARD. That is the point, and I think that all of us, 
regardless of what side of the aisle we are on, really want to know 
what the impact is of decisions that we make. And even within the 
budget restraints, we want to be able to do whatever we can to 
make sure that our country is prepared. 

So I agree. It is important that we have to have realistic answers 
so that we, together, can make decisions on how we could, you 
know, best support the needs of our countrymen. So I will just 
leave it at that, and hopefully, if you could give us some additional 
information, I am sure that all of us—in fact, one of my colleagues 
on the other side of the aisle was asking a similar question, wanted 
to get a better understanding of the consequences of what we are 
having to deal with. 

Mr. BUREL. Thank you, ma’am, for that, and we will provide ad-
ditional answers. 

[The information follows:] 
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Mr. KINGSTON. Mr. Joyce. 
Mr. JOYCE. I pass. 
Mr. KINGSTON. Mrs. Roby. 
Mrs. ROBY. Thank you. 

BARDA NOT-FOR-PROFIT FUNDING

Just real quickly, Dr. Robinson, given the contributions for the 
not-for-profit research community to biodefense, how is your agency 
utilizing the resources of these type organizations to fulfill your 
mission?

Mr. ROBINSON. So we have a short history because we have only 
been in existence for about 7 years, but we have worked with a 
number of nonprofits. I will give you a really good example of 
where we have worked with PATH and the World Health Organi-
zation to actually build influenza vaccine manufacturing not only 
here in the United States, but more importantly because 
pandemics are everywhere in developing countries. 

And so, we have actually worked since 2005 with WHO on this, 
first with starting with just a single grant in Vietnam, and then 
now moving towards 11 different countries and 13 different organi-
zations in those countries to produce influenza vaccines. We started 
with zero doses they were able to do. Today, they can make 330 
million doses. 

Our goal by 2015 is 500 million doses. That relieves the burden 
of what we have to provide to the rest of the world as we go for-
ward into these big events like a pandemic. 

That contribution so far has been $65,000,000 that BARDA has 
helped with. For every dollar we put in, there has been $5 to $7 
in these different countries with other agencies and those countries 
to build this capacity. 

So we look forward to more engagement with Gates and other 
nonprofit organizations going forward. 

SPECIAL RESERVE FUND

Mrs. ROBY. Can you talk just real quickly about the 10-year 
guaranteed appropriation for the SRF? How that has had a positive 
impact, and you know, companies and institutions have been able 
to invest in R&D. 

But now, and as I understand it—again, new member of the com-
mittee—but the shift to the annual appropriations process makes 
business planning more difficult. So how do you continue to 
incentivize the industry so that these companies stay in that space? 

Mr. ROBINSON. This is really a good point, and this is sort of one 
of the big points of this hearing, in fact, is what are the next 5 
years going to look like for companies out there that have been 
steadfast partners of ours in the biodefense space over the last 10 
years?

So they have delivered 12 products so far. We think in the next 
5 years they will deliver another 12 under Project BioShield. And 
how much money is that going to cost? 

Well, Congress authorized $2,800,000,000 over the next 5 years 
to do that. Our estimates are that we will need every single penny 
of that and maybe a little bit more in order for those 12 products 
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to be realized and to make us more prepared and better to respond 
going forward. 

Certainly, in our annual meeting that we call BARDA Industry 
Day, we have indicated what those products are and the amount 
of funding overall that we will need for that. In our coming 
multiyear budget you will see, it will certainly reflect that level of 
funding that we will need to make that happen. 

Mrs. ROBY. Thank you. I yield back. 

BARDA PROCUREMENT AND CONTRACTS

Mr. KINGSTON. Dr. Robinson, in terms of your integration with 
the Department of Defense, I am sure you work hand-in-glove with 
them, but sometimes we worry about their procurement, how effec-
tive it is, if there are stumbling blocks. Do you work on the same 
processes and contracts, or just how does that work? 

Mr. ROBINSON. So biodefense has a long history with the Depart-
ment of Defense, and we and NIH and the CDC and FDA have 
built off of what they started prior to 9/11. Going forward, we have 
worked with them in some cases to actually pick up product can-
didates that they were no longer able to fund because of changes 
in their budget and also to coordinate on a daily basis not only visi-
bility of what they are doing and what we are doing, but also then 
to shift over. 

And we certainly have picked up a number of products from 
them and certainly from NIH. We are coordinating those efforts in 
animal studies, the types of candidates, and also with a new strat-
egy that we have for flexible manufacturing. We at HHS have es-
tablished three Centers for Innovation in Advanced Development 
and Manufacturing. A fourth center is being supported by the De-
partment of Defense, and in several years, that hopefully will be 
constructed and able to join in this national effort to build a re-
sponse network to provide these medical countermeasure products. 

Mr. KINGSTON. I am going to go ahead and yield the balance of 
my time to Dr. Harris, just to expedite things. If you are ready to 
hit the ground running, you have 3 minutes. 

Dr. HARRIS. Thank you very much. I hit the ground running fast. 

PANDEMIC INFLUENZA AND STRATEGIC NATIONAL STOCKPILE

Thank you all for being here today, and I have a couple of ques-
tions that one is that during—you know, we have this issue of 
these kind of manmade versus natural emergencies. And of course, 
the one that came up—the only one that has really gone into effect 
since then, since this whole concept really is a natural one. I mean, 
it was the pandemic. 

So during the pandemic, 2009 pandemic, there were—my under-
standing, there were several million, it is 12, 13 million courses of 
antivirals distributed in anticipation of requirement for the pan-
demic. And I don’t know who would—I don’t know if they came out 
of the stockpile or not, but where are they? What happened to 
them?

You know, the pandemic didn’t pan out. I mean, so where—what 
happened to that asset? 

Mr. BUREL. So the antivirals that were distributed from the Stra-
tegic National Stockpile, some of those were actually dispensed. 



71

Some of those were moved into State holdings so that they could 
be used in the future. 

To give you an exact breakdown, we would have to come back to 
you with those numbers. 

Dr. HARRIS. So they were dispensed, but they were—when you 
dispensed them to the States, I take it that there are plans in the 
future, for instance, if let us say I don’t know where the projects 
were that this pandemic was going to occur, but I would imagine 
the projection is not that it is nationwide. There would be pockets. 

There are mechanisms to recall that item from those States and 
redistribute? I mean, that is part of the planning in the future? 

Mr. BUREL. In our current planning, once we release assets to 
the States we don’t pull those back to the stockpile. But the States 
do have plans in place that they can cross-level those materials in 
their States. 

Dr. HARRIS. But through your—through the stockpile, or that is 
left up to their own devices? 

Mr. BUREL. That is left up to the State. 
Dr. HARRIS. Why? 
Mr. BUREL. The State has capability internally that we have 

worked with them in their planning to assure that they can provide 
medical countermeasures that we have given them to the places 
where they need to dispense it. 

So in some cases, States have chosen to place that into the phar-
macy supply chain. In other cases, they distribute it through other 
means and places. 

PHARMACY SUPPLY CHAIN

Dr. HARRIS. And when it goes into the pharmacy supply chain, 
where do the funds—I mean, are they reimbursed through the 
pharmacy supply chain? I mean, obviously, those get sold. Money 
is exchanged. Does it come back to the Federal Government? Does 
it stay in the States? 

Mr. BUREL. Product that is provided from the Strategic National 
Stockpile, regardless of where it is dispensed, is not charged. In the 
H1N1 situation, pharmacies were allowed to charge a small admin-
istrative fee to dispense a drug, and I believe that that was set by 
CMS pricing. But I would have to check, sir. 

BIOLOGIC THREATS

Dr. HARRIS. Okay. And when I reviewed the report, the GAO re-
port, you know, it seems that there are a lot of potential targets/ 
threats, goals. I mean, 255 I think was the total number, whatever. 
But then when you look at what has actually been procured and 
put in the stockpile, it seems that in terms of diseases, there are 
only two, two things. 

I mean, there is botulinum and—there is three. There is botu-
linum, anthrax, smallpox. Are those the only biologic threats that 
we have? I mean, how many other biologic threats among those 
255, you know, targets? 

Mr. KORCH. Well, there are 13 material threat determinations 
across chem/bio/rad/nuc. Of those, we have got anthrax, smallpox, 
bot, as you mentioned. There is tularemia, plague, viral hemor-
rhagic fevers. 
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The products that we have procured already for the most part 
were those products that were most mature, could be used effec-
tively with our Special Reserve Funds. The products that are fur-
ther back in the pipeline because they are less mature, example, 
hemorrhagic fever viruses, for which there are at this point still 
mostly candidate products way back at the tech base in our re-
search labs. 

So the decision has to be made. You have got funds to spend on 
products that are now currently available to bring them across the 
finish line. That is the goal of BARDA to adjust. Certainly, we look 
at what are the most important threats? What do we think from 
our information and our working with Department of Homeland 
Security really require the direct attention? 

The ones that you mentioned are important threats, and so, but 
in addition to those, of course, we are looking at what do we do for 
radiological and nuclear? How do we stopgap the materials there 
as well? 

The 255 tasks that you mentioned don’t necessarily relate to 255 
different pathogens. They relate to—— 

Dr. HARRIS. No, I understand that. And will some of these—some 
of this will be revealed in the plan that is going to come out in the 
spring?

Mr. KORCH. The spring plan will identify where we are spending 
or what we project to spend on a threat-by-threat level, yes. 

Dr. HARRIS. Okay. Thank you very much. 
Thank you, Mr. Chairman. 
Mr. KINGSTON. Ms. DeLauro. 
Ms. DELAURO. Thank you, Mr. Chairman. 

SUBCOMMITTEE ALLOCATION

Just a quick comment to Dr. Robinson. I do hope the industry 
partners will recognize that we have been steadfast supporters of 
their efforts as well. And when we are going to have to take a look 
at, as I said in my opening statement, if the allocation to this sub-
committee does not increase substantially in the next go-around, 
that we will not be able—we are going to have to create a balance 
as to what gets funded and what doesn’t. 

So I think industry ought to—but they ought to be thinking 
about the humanitarian aspects of their participation in this effort. 
They certainly do get provided with a number of a lot of U.S. tax 
dollars in order to do what they do, and they do it very well. I don’t 
take that away from them. 

INFLUENZA VACCINE

Just a couple of questions on, just on the immunization against 
flu. Dr. Kurilla, I understand that NIAID is doing research on a 
universal influenza that is protection from all strains. Can you give 
us an update on the status of that research and how far are we 
from a human trial? And I am going to ask for a short answer. I 
have got a couple of others and then questions I want to ask as 
well.

Dr. KURILLA. Well, the development of a universal flu vaccine 
has been the holy grail in seasonal flu and would also address pan-
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demic flu for a very long time. And we take seasonal and pandemic 
flu very, very seriously. 

The scientific basis conceptually for the potential for a universal 
flu vaccine is something that has been emerging over the last sev-
eral years, and there are a number of various concepts that are 
moving forward through preclinical. We hope in the next couple 
years to be able to advance for some clinical testing to test the fea-
sibility of that potential, but we are still a ways away from defini-
tively having solved that—— 

Ms. DELAURO. So we are a ways away from clinical trials, and 
then we are a ways away from the clinical trials until—— 

Dr. KURILLA. Large Scale Trials. Yes. 
Ms. DELAURO. There again, in terms of the—okay. So it is a 

ways off here? Okay. 
Dr. KURILLA. Yes. But very promising. 
Ms. DELAURO. I understand. I understand. With regard to 

BARDA, recombinant flu vaccine technologies, Dr. Robinson, and 
obviously, this was drawn up from the Council of Advisers on 
Science and Technology as a way for us to move faster to have a 
better response to the next pandemic. 

INFLUENZA INVESTMENTS

Efforts in that area and what other investments has BARDA 
made to speed up the response time in the next flu pandemic? 

Mr. ROBINSON. So we have supported over the last 7 or 8 years 
the development of modern technologies, including cell-based and 
recombinant-based, that resulted in Flucelvax being licensed in 
2012, and then last year in 2013, Flublok, a recombinant-based 
vaccine, being licensed. 

We are supporting two other recombinant-based vaccines that 
are in late-stage development, and one of them actually went for-
ward. It was one of the first H7N9 vaccine candidates that we had. 
It was tested and looked very promising for that. 

And so, we, I think, have brighter horizons coming forward with 
recombinant and also other technologies going forward for flu vac-
cines and speeding it up. And we certainly had the H7N9 vaccines 
available quicker than we have ever had vaccines available in the 
past.

ANTHRAX

Ms. DELAURO. Let me ask about next-generation anthrax. Where 
are we with anthrax? Just someone bring us up to date. 

The understanding is the existing vaccine is problematic, that we 
need to produce a next generation that will be safer. It is underway 
for years now and again spent a fair amount of money already 
here.

Where does the product stand in the pipeline, and when do you 
expect this next generation to be ready for the stockpile? 

Dr. KURILLA. So in terms of anthrax, we regard the anthrax pro-
gram as a mature program because there are multiple products in 
the stockpile to address the threat of anthrax, which includes a 
vaccine, which we feel is safe and effective as it exists, as well as 
antitoxins to deal with anthrax disease and antibiotics, which are, 
in fact, the primary response to anthrax. 
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That being said—— 
Ms. DELAURO. Is that the one that Department of Defense uses, 

the one you are speaking about now? 
Dr. KURILLA. Yes. But, so with a mature product, what we look 

for for next generation is improved performance of that product 
and other product attributes that are advantageous in terms of en-
hancing our preparedness, as well as reducing the cost and making 
easier distribution and administration of those products. 

And so, in the case of anthrax vaccines, we have a number of 
candidates that are moving forward, some of which are already into 
Phase II testing, that will reduce the number of doses of anthrax 
vaccine that would be required to produce an effective level of pro-
tection. We also are looking at very early, which is just beginning 
clinical testing, the possibility of an oral anthrax vaccine, which 
would really simplify the degree of administration. 

And then we have another of next-generation recombinant vac-
cines, which are being looked at both in terms of product stability, 
that is the potential to store the vaccine at room temperature, 
which reduces storage, long-term storage costs, extends the shelf 
life, and makes distribution much easier because of elimination of 
the cold chain, as well as a number of alternative delivery devices 
that require less trained healthcare workers for administration. 

Ms. DELAURO. How many years away are we from this? Just, 
and I am not—this is not an—— 

Dr. KURILLA. Well, I can’t predict the success of any individual 
product.

Ms. DELAURO [continuing]. Adversarial question, just to get a 
sense of where we are. 

Dr. KURILLA. Based on industry standards, a Phase II product, 
we are maybe looking in possibly maybe 3- to 5-year timeframe to 
possibly be considered for licensure. Some of the earlier ones enter-
ing clinical trials would add a few more years. After that, we are 
maybe in the range of 10 years or more. 

Mr. ROBINSON. Mr. Chairman, may I have your indulgence just 
so I can amplify? BARDA actually has four recombinant can-
didates, and we think that by fiscal year 2018, we may actually 
have one that is mature enough for consideration of Project Bio-
Shield to put in the stockpile. 

Ms. DELAURO. Thank you. 
Chairman, I understand I can finish? 
Mr. KINGSTON. Absolutely. 
Ms. DELAURO. Okay. Thank you. 
Mr. KINGSTON. Dr. Harris, you are finished? 
Ms. DELAURO. Okay. Thank you. Thank you both very, very 

much.

BARDA AND NCATS

BARDA and NCATS, we created the new Center for Advanced 
Translational Sciences to focus on some of these issues—basic re-
search, viable drugs, therapeutics, diagnostic tools. They seem to 
have many similar types of applications, the kinds of problems that 
you both are working on. 
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Just quickly, the collaboration between the two organizations 
and how you work with one another or how you will work with one 
another because it is new? 

Mr. ROBINSON. I will let my colleague Dr. Kurilla follow up here. 
But we have worked with the NCATS with Chris Austin and now 
with Pam McGinnis there. And actually are shaping up going from 
concept to actual projects that we think that we can actually have 
synergy on so that we are not duplicating what we are doing. 

Ms. DELAURO. Right. 
Mr. ROBINSON. But actually together we can do something that 

neither one of us can do together, especially maybe on anti-
microbial drug. 

Dr. KURILLA. The other thing I would add is that NCATS does 
offer some special features in terms of drug screening, and we have 
taken advantage of that, particularly with emerging infectious dis-
eases, that is a collaboration between NCATS and NIAID with re-
gard to biocontainment requirements in order to conduct those 
screenings.

And that is going on, and that is a potential being utilized right 
now for the MERS-CoV and would be available for other potential 
BSL–3 dangerous pathogens that would require higher levels of 
containment.

With regard to biodefense in general and product development 
for infectious disease, though, NIAID has all the authority that it 
needs and the requisite mechanisms in order to advance our can-
didate products through preclinical and into early phase human 
testing to make them eligible for transition to BARDA. And so, we 
can handle those ourselves. 

Ms. DELAURO. Okay. Thank you. 

SHELF-LIFE EXTENSION PROGRAM

Dr. Borio, 2004, the stockpile has been a participant in shelf-life 
extension program, and you do the analysis to determine beyond 
expiration date. I understand that FDA is only authorized to pro-
vide this service to specific Federal agencies—DoD, CDC. It is not 
available to State and local agencies and their stockpiles of coun-
termeasures.

State and local efforts have stockpiles—Cipro, Tamiflu, et cetera. 
They are expensive to maintain and to replenish. Have you ex-
plored the option of opening a self-life extension program to State 
and local health agencies, or is there another way that you are 
looking at in helping them to maintain their own stockpiles? 

Dr. BORIO. So it is a fairly long answer, and I would like to pro-
vide an answer to that to the record in written form. 

Ms. DELAURO. Perfect. 
Dr. BORIO. But I would also like to say that PAHPRA gave us 

explicit authorities to allow us to extend shelf life of certain prod-
ucts, and we have used those authorities very frequently since 
PAHPRA, including just this week with intravenous saline short-
age situation. For example, we were working with CDC to extend 
the expire dating for their products. 

So we use the authority several times, and I will provide a more 
comprehensive response. 
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Ms. DELAURO. That would be good because I know it is a big con-
cern with the State and local. 

[The information follows:] 
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MOST LIKELY THREATS

Ms. DELAURO. Final question is what are the most likely threats 
in your estimation? What are they? And it is important to get an 
understanding of not scaring people. That is not the point, but how 
prepared are we to deal with this? 

There has got to be a certain level of, I want to say honesty, just 
focus on if we are or if we are not. And if we are not, why not? 
But in your view, and I am happy to have people, you know, every-
body, you know, talk about what they view what are the threats? 
What are the most likely threats to emerge not just for 2014, but 
over the next several years—natural, manmade, or whatever—and 
how prepared are we? 

Go for it. 
Mr. KINGSTON. Yes, and let me—let me elaborate on that a little 

bit. But kind of putting it in a context of the question I asked you 
about the pandemics in the past, but what if members of this panel 
wanted to give a speech, you know, a 5-minute on here is what the 
danger is, here is where we stand. I think that would be useful for 
all of us so that we are just able to translate this to the next rotary 
club.

Mr. KORCH. Well, to answer your question, I would love to know 
that as well. If I could predict what the next major emerging dis-
ease was going to be, I think I would be making a lot of money just 
in that prognostication. But that is not to make light of it. 

I think what we can see is, historically, we know that influenza, 
and we are seeing that on a regular basis, all these—— 

Ms. DELAURO. You all are very professional people. You have 
opinions as to whether or not—what direction we ought to move in 
here.

Mr. KORCH. So I know that flu is constantly on the horizon. It 
is, as you can see, historically as well as in current times, with ag-
ricultural practices, with all the things that we are doing, flu still 
remains a present and omnipresent threat. 

The manmade or the deliberate threats, outside of having perfect 
knowledge of what an aggressor tends to want to do, we know that 
the threats that we are working on are the ones that have emerged 
historically as the ones that present the biggest challenges or have 
the biggest impact potentially. 

The other threats that emerge, the coronaviruses that come on 
up, the morbilliviruses, all these others, we are looking not so 
much at do we have something specific that we can address with 
that particular threat, but as you have heard all across the board, 
how we are developing enough resiliency in the products that we 
are looking at, in the infrastructure that we are putting in place, 
so that we could turn that crank very quickly? 

It is not a function of predicting exactly what the threat is going 
to be. It is more of a function of having this infrastructure to rap-
idly respond when the opportunities start arising, when we see, as 
early as we possibly can—either through surveillance or through 
information—this capability established across all these partners in 
terms of rapid manufacturing, rapid identification, the recombinant 
technologies, the platforms that you have heard about. 
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That is really it, going from what is the prediction to what is the 
real innate capability to respond. 

Mr. KINGSTON. Let me ask you on that. We know that Assad has 
used chemical weapons. Do we—if that had been used on Ameri-
cans, what would have happened? 

Mr. KORCH. Hard for me to project what would have happened 
under those circumstances. We certainly know that his use of nerve 
agents, we have prepared to the extent that we have with the 
CHEMPACKS that are forward placed in a number of localities in 
the United States. That there are countermeasures for nerve agent, 
for cyanide. 

To our knowledge of what is a potential threat, we have provided 
materials, especially on the chemical side, as far forward as pos-
sible because you don’t have the luxury of a lot of time to develop 
a response. They have to be there when the event happens. 

And that has been the strategy that we have used, to forward po-
sition those particular medical countermeasures at hospital set-
tings and in localities identified by the State and locals and 
through CDC’s Strategic National Stockpile to be as far forward as 
possible.

And to the extent that we can understand what the next range 
of chemical threat would be, we would be looking at what we can 
do to mitigate that as well. But the scenario you build with Assad’s 
or the occurrences in Syria certainly are ones that keep us awake 
with regard to are we prepared? 

You also heard from Robin that there is new products that have 
come down the line with regard to anticonvulsants, and midazolam 
replacing what is currently in the stockpile. 

So we are always looking to upgrade and asking how can we 
make it easier to prepare, to have responses, to administer? Those 
are all components. Safety and efficacy of the products always are 
on our mind in terms of what we can do to respond. 

Mr. KINGSTON. Go ahead. 
Ms. DELAURO. No, I just wanted—is there concurrence on the 

issue of influenza as—— 
Mr. ROBINSON. I would not only include influenza, but there are 

other emerging infectious diseases that we know is not a matter of 
if, it is just a matter of when. 

And Dr. Korch said we can’t make a medical countermeasure for 
all 255 or 296 different pathogens, but what we can do is we can 
have the infrastructure that did not exist 10, 15 years ago to be 
able to do what we did for H7N9, and that is to rapidly be able 
to take products, candidates that are very early in the pipeline and 
move them rapidly forward and which we can actually have those 
available.

Something BARDA actually moved forward with in MERS 
coronavirus, with a drug that is licensed actually for parasitic in-
fections. We had been studying it for influenza, and we said, you 
know, this might work for MERS coronavirus and then worked 
with CDC and the NIH to actually determine whether or not it 
may be an effective drug for MERS coronavirus. 

Ms. DELAURO. Anyone else want to just end the conversation, or 
is that final? FDA? 
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Dr. KURILLA. The point I would make is that just as you men-
tioned with universal flu, if you are constantly looking or trying to 
predict where the next flu pandemic is going to arise from, the so-
lution is rather than to get more refined and be very clever about 
predicting is to just come up with a solution like the universal flu 
that doesn’t matter if you have something that you know will work. 
And we are on the cusp of a lot of scientific opportunities that offer 
that broad spectrum potential, which we have seen in terms of 
antibiotics and bacterial diseases. 

We are on the cusp of being able to address that from antiviral 
capabilities where one drug might actually be effective against a 
wide variety of viral threats. So as a new one emerges, we may end 
up already having something that people are using for other things 
that will be effective. 

Ms. DELAURO. Sure. Sure. It is like great research with—you 
know, cancer research. You can use it both—anyway. Anyone else? 
Because go ahead. FDA? 

Dr. BORIO. I think that assessing the threat is one of the most 
extremely difficult tasks we have, which is why again just to reit-
erate, you know, we do need very nimble response mechanisms 
that focus on resilience. Also we talk a lot about handoff from one 
place to another, but the truth is that we work together all the 
time, and engagement continues. So FDA, for example, is engaged 
from start to finish. 

Just next month, we are having NIH researchers come to FDA 
to present animal models of respiratory diseases. Traditionally, we 
would have waited for a product. You know, this is now how we 
work today. We are there very early on, and if I dare to say, we 
have matured together as professionals, and we actually like each 
other very much. [Laughter.] 

NATURAL VS. MANMADE THREATS

Ms. DELAURO. That is good. That is always good. 
I just want to say—and Mr. Chairman, Dr. Harris—it would 

seem from the commentary, and it is not there because manmade 
is out there. But the fact is, is that where some of the dialogue and 
the conversation has been is around naturally caused diseases 
here.

And I think it is important in terms of how we view the re-
sources that we utilize because in the past, and maybe even now, 
the pot of money has been skewed to manmade threats, at least 
with regard to, I believe, BioShield, that that money then is for 
that side of it, the kind of manmade threat assessment versus the 
infectious disease side of the equation. 

I think as part of the overall—because when I asked my first 
question about where you create the balance between the two, we 
have to take a look at where this data and your professional capa-
bilities are carrying you so that we are placing resources in the 
right buckets here, or maybe there needs to be more flexibility as 
to where this goes, depending on how this is moving. This is not 
static. This is fluid here. 

Mr. ROBINSON. As you have pointed out, you are spot on on this. 
We have to make the medical countermeasures that we are devel-
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oping for under BioShield have more applicability to public health 
and the community of diseases. 

Case in point. The dollars that we are putting into developing 
new classes of antibiotics that are going to work against biothreats 
like glanders, melioidosis—— 

Ms. DELAURO. Glanders, yes. 
Mr. ROBINSON [continuing]. Plague, tularemia, they are also 

being looked at for MRSA, CRE, and other hospital- and commu-
nity-acquired infections that are rampant out there. And that is an 
approach across the board that we are doing, and so what you are 
seeing is these drugs will be doing double duty not just for Project 
BioShield and biothreats, but also for public health emergencies 
and just everyday pathogens. 

Ms. DELAURO. Mr. Chairman, thank you very, very much, and 
thank all of you for your testimony. 

Mr. KINGSTON. Thank you. 
Dr. Harris, are you finished? 
All right. Well, thank you very much for your time and the good 

work you are doing. 
And the Members will have 2 weeks in which to submit further 

questions or comments, should they have them. 
[The information follows:] 
Mr. KINGSTON. And we stand adjourned. 
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THURSDAY, MARCH 13, 2014. 

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 

WITNESS

HON. KATHLEEN SEBELIUS, SECRETARY 

Mr. KINGSTON. Well, we will go ahead and call the committee to 
order.

And, Madam Secretary, I welcome you to the Subcommittee on 
Labor, Health, and Human Services. 

And I will go ahead and have my opening statement. And I am 
sure that, Rosa, you will have one, as well. 

You are center of so many things that are going on right now in 
Washington that we are going to have a lot of questions for you. 

But I wanted to, first of all, remind everyone on the committee 
that we will do the 5-minute rule, as we always have. And we will 
go in order of appearance, if somebody comes in after this. 

But, Madam Secretary, we are pretty strict on the 5 minutes. It 
applies to witnesses and Members. 

I do have a lot of concerns in your budget. And, last year, you 
had estimated in our questions that the cost of implementing the 
Affordable Care Act was between $5 billion and $10 billion. And 
that was, as I said, part of our Congressional Record. That is a big 
swing, but it is still an underestimation. 

If you look at this year’s request, there is an assumption for 
$430-million brand-new mandatory program used for CMS program 
management, and then you assume $1.2 billion next year for 
userfees and then $639 million in annually appropriated discre-
tionary dollars for the exchanges. That totals to $2.2 billion, which 
is a 41-percent increase over last year, or $643 million. 

So I am concerned about that. But then when we read further 
in your budget, if you add in approximately 21 billion other dollars 
that are out there for State exchange grants, consumer operated/ 
oriented plan, preexisting condition insurance plan, early retire-
ment reinsurance, transitional reinsurance, risk adjustment pro-
gram, and risk corridors, if you add those two together, it is $23 
billion to run Obamacare. 

Right now, you have 4.2 million people who are in line to enroll. 
Some of them are enrolled, but not all of them are enrolled right 
now. Your estimation is that 8 million people will be enrolled next 
year. If you look at that 8 million people, compare it to the 23, it 
comes out to nearly $3,000 per enrollee. 

Now, the President said repeatedly—repeatedly—that the aver-
age person would have a $2,500 premium decrease. But just for the 
government to get involved, it is $3,000 per enrollee. So not only 
has that decrease not happened, but you have this huge govern-
ment expansion and burden. Because in addition to that $3,000, 
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the insurance companies, of course, have an overhead charge of 
their own. 

So when we talk about this new law and the cost of it, to me, 
that is the most disturbing of anything. 

I will say, in my discussions with constituents, I have not found 
anybody that has had a premium decrease. I have not talked to 
many businesses who have created more jobs or found Obamacare 
compliance business-friendly in terms of creating more jobs. So, to 
me, it is a failure. 

It was supposed to decrease premiums and increase access, but 
when businesses are not creating jobs, or putting people on a part- 
time basis in order to get around Obamacare, or keeping the num-
ber of employees below 50, then it has been a failure on both sides 
of it, the premium side and the access side. 

So those are my concerns, and we will look forward to having 
good exchanges on it. 

And let me yield to my friend, the ranking member, Ms. 
DeLauro.

Ms. DELAURO. Thank you very much, Mr. Chairman. 
And welcome, Madam Secretary. Thank you very much for join-

ing us. Thank you for all that you have done and are continuing 
to do to implement the Affordable Care Act, which, in fact, is a 
transformative law for American families. 

Before I begin, I want to make three important points to help 
guide our conversation this morning and to set the record straight. 

First, and despite what we are likely to hear, Congress has spent 
the last few years making deep and irresponsible cuts to non-
defense discretionary spending. If history is any guide, the com-
mentary will be to suggest that spending on these vital programs 
has grown or even exploded in the past decade. This is simply not 
true.

Let us look at the evidence. A common means of comparing budg-
et levels over time is to measure them relative to the size of the 
economy as a percentage of the gross domestic product. Using that 
measure, per capita inflation-adjusted spending on programs fund-
ed in the Labor-HHS bill over the past decade has been cut by 
nearly 15 percent, from 1.2 percent of GDP 10 years ago to just 
0.95 percent in the 2014 budget we enacted 2 months ago. 

NIH has been cut by almost $1.1 billion; HRSA by $1.4 billion; 
CDC by $723 million. Job training programs at the Department of 
Labor have been cut by $696 million; Title I by $107 million; IDEA 
by $32 million. The list goes on and on. 

Some of my colleagues may applaud these deep cuts as a nec-
essary austerity, but in real-life terms what we are really talking 
about here is less money for education, less money for scientific re-
search, less money for public health investments, among other crit-
ical priorities across the Labor-HHS bill. We are not doing more 
with less; we are doing less with less. 

We are still working to recover from the worst recession in gen-
erations, and yet we are shortchanging the critical investments in 
our future that actually grow the economy and save money in the 
long run. The recent budget agreement was a small step in the 
right direction in that it reversed some, and some only, of the deep 
and indiscriminate sequester cuts. But we still have a long way to 
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go. For example, the 2014 budget restored only 58 percent of the 
sequestration for NIH, a critical driver of jobs in health. CDC re-
mains $100 million below its funding level prior to the onset of se-
questration, despite the continued emergence of public health 
threats. Just two examples of where we fell short. There are many 
more.

Second, I want to highlight the success of the Affordable Care 
Act. We all know there were serious problems with the initial roll-
out of HealthCare.gov last fall, and I expect we will spend time this 
morning discussing what went wrong there. But I also want to 
make sure we acknowledge and that we applaud the many policy 
successes we have seen so far. 

Since the HealthCare.gov Web site fixes went live, enrollment 
numbers have shot up nationally. Over 13 million Americans have 
signed up for affordable insurance coverage, many for the first 
time. In my State, AccessHealthCT, the State-run exchange, had a 
goal of enrolling 100,000 people by March 1st. It has enrolled close 
to 160,000 Connecticut citizens. It is coming in on time and under 
budget.

A new Gallup poll shows that since the Affordable Care Act went 
into effect the uninsured rate in America is dropping among every 
single demographic group, especially low-income Americans. 
Healthcare spending growth is the lowest on record. In fact, 
healthcare spending growth rates over the past few years are less 
than one-third of the long-term historical average going back more 
than 50 years. 

Due to the slower growth in healthcare spending, CBO projects 
that the Affordable Care Act will reduce Federal deficits by $100 
billion in the next 10 years and by an average of $83 billion per 
year in the subsequent decade. I repeat, CBO: Affordable Care Act 
will reduce the Federal deficit by $100 billion in the next 10 years 
and an average of $83 billion per year in the subsequent decade. 

So, notwithstanding the rhetoric, evidence so far suggests that 
the Affordable Care Act is working and it is providing more Ameri-
cans access to affordable insurance, a higher quality of care, while 
working to slow the growth of healthcare spending and healthcare 
inflation.

Let us not lose the forest for the trees. Americans do not want 
us to repeal the Affordable Care Act. They want us to fix what is 
not working as well as intended and to move forward. 

Third, I want to turn to the main question before us today, the 
Health and Human Services budget request for fiscal year 2015. I 
was pleased to see modest increases for critical programs and prior-
ities like biomedical research and early childhood programs in the 
President’s request. At the same time, other parts of this request 
give me serious pause. For example, the proposal would further re-
duce the Low-Income Home Energy Assistance Program, or 
LIHEAP, by another $625 million. Right now, LIHEAP’s current 
funding is still below the pre-sequester level. I am also troubled by 
the proposal to cut community services programs by nearly one- 
half. And I hope we can talk about these priorities. 

Finally, I have a question for my fellow members of the sub-
committee, particularly those who are concerned about waste, 
fraud, and abuse in health care: Why did we choose not to fully 
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fund the Health Care Fraud and Abuse Control Program in the 
2014 budget? 

This program acts as a deterrent against fraud and overpay-
ments in our Medicare system. It saves billions of dollars of tax-
payer money. It ensures that our seniors receive the benefits that 
they have earned. And yet the majority left an additional $329 mil-
lion for this program on the table, even though it would not have 
cost this committee a penny from other programs due to the cap 
adjustment for program integrity initiatives. These additional 
funds would have saved taxpayers approximately $2.5 billion if we 
had included them in the recent budget. 

If we are concerned, and truly concerned, about stopping 
healthcare fraud, reducing the deficit, we need to fund the pro-
grams that work to do so. I hope my colleagues will commit to fully 
fund this program for 2015. 

So we have much to talk about. And with that in mind, Secretary 
Sebelius, I thank you for coming today, for your hard work on be-
half of our families. It is a tough job. I look forward to hearing your 
testimony and for the discussion. Many thanks. 

Thank you, Mr. Chairman. 
Mr. KINGSTON. Thank you, Ms. DeLauro. 
Perhaps we could find some compromise. We could take the 

money out of Obamacare and put it into fraud. What do you think? 
I don’t think you like that—— 

Ms. DELAURO. You need to stop repealing—trying to repeal the 
bill. Fifty-one times now, I think, you know? They say ‘‘insanity’’ 
is repetition over and over and over again. 

Mr. KINGSTON. You mean like spending more money on big gov-
ernment for solutions? 

All right. As you can tell, Ms. Secretary, my good friend and I 
may have a slightly different view of this, but we share a lot of 
views in common on other issues. And we are looking forward to 
your testimony. 

So, with that, I will yield the floor to you. And, again, 5 minutes, 
so you may need to skip around, but we have your written testi-
mony. Thank you. 

OPENING STATEMENT

Secretary SEBELIUS. Well, good morning, Chairman Kingston and 
Ranking Member DeLauro, members of the committee. I am 
pleased to be here again. 

As President Obama has said, the budget you consider is about 
more than numbers. It is about our values and what sort of future 
we want to give to our children. Among these values are oppor-
tunity for all, economic growth, and the security of our families. 
HHS has a very important role to play in each of these areas. 

Opportunity for all begins at home. Every child deserves the op-
portunity of a healthy start. And as the President reminded us in 
his State of the Union, research shows that one of the best invest-
ments we can make in a child’s life is high-quality early education. 

Studies show that the return on early education investments is 
at least 7 to 1, far exceeding any investment in the stock market. 

Our budget puts a special focus on a birth-to-kindergarten path-
way. It expands Early Head Start Child Care Partnerships so we 
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can give more children access to high-quality preschool and child 
care. And if you move forward with the President’s Opportunity, 
Growth, and Security Initiative, with an additional investment 
which could be paid for by closing tax loopholes, we provide an ad-
ditional 100,000 children with access to high-quality early edu-
cation.

The budget before you also invests and empowers children’s first 
and best teachers, their parents. It does so by expanding voluntary 
home-visitation initiatives, which are fully paid for by a tobacco 
tax. Not only are we able to help more children and their parents 
without adding a dime to the deficit, but we will be able to discour-
age more of our children from smoking. 

Now, we know that the tobacco tax deters would-be smokers, 
particularly young smokers. We also know that 3,000 young Ameri-
cans a day try their first cigarette and 1,000 of them become daily 
smokers. Therefore, we are also investing in more prevention, edu-
cation, and media campaigns that have been shown to deliver re-
sults. We believe that we can make this generation a tobacco-free 
generation if we are willing to take action. 

Early childhood and tobacco prevention efforts are important 
strategies for expanding opportunity and providing families with 
security. Affordable health care is another. No one can start a new 
business or save for retirement when they are drowning in medical 
bills.

This budget protects the progress we have made in the last 4 
years to expand the opportunity of more affordable health coverage 
to more Americans. Through the end of February, 4.2 million 
Americans signed up for affordable health insurance plans through 
the Marketplace. And, as you know, these are private plans in a 
private market. We expect this number to rise by the March 31st 
deadline as more Americans learn just how affordable health cov-
erage really is. 

This budget is a job-creator. It bolsters some of the most impor-
tant sectors of our Nation’s innovation economy by investing in the 
NIH-funded BRAIN initiative, vaccine development, and other cost- 
cutting projects. It also creates jobs by increasing our primary-care 
workforce through investments in the Healthcare Workforce Initia-
tive and the National Health Service Corps. 

Ultimately, we all agree that there can be no opportunity without 
security, and the investments we are requesting in ASPR, CDC, 
and NIH matter to the security of every family. This budget re-
quests funds to advance the development of medical counter-
measures against chemical, biological, and radiological threats. We 
also move influenza preparedness forward, as well as vaccine devel-
opment and the search for antivirals that are effective against drug 
resistance and virus mutation. 

In addition, because no American should get sick as a result of 
a hospital stay, the budget invests in CDC and AHRQ’s work to 
protect hospital patients from healthcare-associated infections. 

This budget also protects the security of some of our most vulner-
able populations. We expand elder justice initiatives that protect 
our parents from abuse, neglect, and exploitation. We support the 
Ryan White HIV/AIDS Program so we can expand access to care 
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and condition management to half a million lower-income Ameri-
cans living with HIV and AIDS. 

We make these investments while also making tough, fiscally re-
sponsible choices. Our budget contributes $369 billion to deficit re-
duction over the next 10 years. 

And we will, as Representative DeLauro has said, continue to 
fight waste, fraud, and abuse. Every dollar we have invested in the 
Health Care Fraud and Abuse Control Initiative, has recovered 
$8.10. Last year, that totalled a record-breaking $4.3 billion. 

In summary, this budget expands the opportunity to more Ameri-
cans, including the opportunity of a healthy childhood, the oppor-
tunity of affordable health coverage, and the opportunity of a job. 

And, with that, Mr. Chairman, I would be pleased to answer the 
committee’s questions. 

Mr. KINGSTON. Thank you, Madam Secretary. 
[The information follows:] 
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AFFORDABLE CARE ACT AND CYBERSECURITY

Mr. KINGSTON. I was watching an interview with somebody who 
was knowledgeable of cybersecurity, and he said that the 
Obamacare Web page or the exchange sites—and I know there are 
different ones, but he said it was 4 minutes away from being able 
to be hacked by the average hacker to get income information, 
healthcare information, family information. 

Do you agree or disagree with that? And how secure are the Web 
pages?

Secretary SEBELIUS. Well, cybersecurity is certainly a huge issue 
and priority, and it is a huge issue for us. 

And, Chairman Kingston, first of all, we collect no health infor-
mation because it is currently not needed because insurance com-
panies can no longer lock anybody out with health information. So 
that is not collected. 

Secondly, the Hub, which is the central focus of both State-based 
Marketplaces and the Federal Marketplace, doesn’t store any infor-
mation. It is a router to ping other secure government systems and 
deliver back information. 

But, finally, the website, the Federal Marketplace and the 
States, have been built to the highest Federal standards. We have 
ongoing and continuous penetration testing. As recently as mid-De-
cember, we conducted a full security control analysis and had a 
green light to go—no concerns were found in the end-to-end testing 
that was performed in the secure lockdown site. We have contin-
uous testing not only from HHS outside entities but, on an ongoing 
basis, penetration testing. And there has been no successful mali-
cious attempt to get personally identifiable information. 

But we are continuing to improve the site. I think the private- 
sector site breaches that we heard about late in the year with a 
number of top retailers have sent shock waves through everyone. 
And I think it is incumbent on all of us, not just with the new Mar-
ketplace, but we also run the Medicare system; we have Medicaid 
information; so we have a lot of personally identifiable information. 
It has always been a priority, but, believe me, we are working on 
a continuous basis to increase our security efforts. 

AFFORDABLE CARE ACT IMPLEMENTATION

Mr. KINGSTON. Okay. 
A question about the implementation. I know that there was part 

of the law when it was passed that said that the White House 
could waive certain provisions in order to implement it. But now 
that the law has been the law of the land for 3 years—— 

Secretary SEBELIUS. Four almost. 
Mr. KINGSTON [continuing]. Four, I don’t understand the author-

ity in which the administration uses to waive certain requirements 
on mandates. And how many mandates have been waived? I hear 
20, I hear 27, I hear 28. 

Secretary SEBELIUS. Well, Mr. Chairman, first of all, I think this 
has been a multiyear, as we just discussed, implementation effort. 
And what we are attempting to do is have a smooth transition into 
the new Marketplace. Our agency as well as other departments 
across the Federal Government have fairly broad discretionary au-
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thority in terms of implementation efforts. And, at each point along 
the way, we have gotten legal counsel approval for the steps we 
have taken. 

Nothing has been discarded, in terms of the law. The law is still 
very much in place. What we are doing with some of the features 
of the law, is having a transition most focused on people who have 
insurance coming into compliance with some of the new features of 
the plans, and to gradually phase those in over a period of time. 
But they will all be in place, they will all be enforced, and they are 
all still very much a part of the law. 

Mr. KINGSTON. Could you provide us with that legal opinion? 
Secretary SEBELIUS. I would be happy to. 
[The information follows:] 
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Mr. KINGSTON. And could you do it today? 
I just don’t want it to disappear. 
Secretary SEBELIUS. Sure. It won’t disappear, but I will do it as 

quickly as we can. 
Mr. KINGSTON. Okay. 
I am going to yield to you, Rosa, because of the time. 
Thanks.

AFFORDABLE CARE ACT

Ms. DELAURO. Thank you, Mr. Chairman. 
Madam Secretary, I have spent my entire career fighting to en-

sure universal access to high-quality, affordable health care. And 
I want to again say thank you to you for your hard work to bring 
this Nation closer to that reality. 

I have three or four questions, of which I would like to have you 
just confirm. There is, at this juncture, no need for lengthy answers 
here.

Question: For instance, isn’t it true that about 3 million young 
adults have coverage today because the ACA allows them to stay 
on their parents’ plans? 

Secretary SEBELIUS. There are about 7 million who are staying 
on their parents’ plan. The insurers tell us at least 3 million of 
those folks had no insurance prior to being on their parents’ plan. 

Ms. DELAURO. Thank you. 
Isn’t it true that the American consumers have saved $1.5 billion 

in premium costs due to the Affordable Care Act? 
Example: Medical loss ratio requires insurance companies to 

spend at least 80 percent of their collections from premiums on pro-
viding actual healthcare services as opposed to administrative 
costs, marketing, or salaries for high-paid executives. Hasn’t this 
resulted in significant rebates to American families? 

Secretary SEBELIUS. Congresswoman, consumers have gotten re-
bates, small-business owners have gotten rebates, as well as, using 
the new authority that they have, a number of State insurance 
commissioners have turned down what were double-digit rate hikes 
and made it very clear that they are not allowing those. So both 
have happened. 

Ms. DELAURO. That last piece was true of the State of Con-
necticut, in a double-digit rate hike. 

Question: Isn’t it true that seniors are saving almost $1,000 per 
person on drug costs due to the Affordable Care Act, due to closing 
the donut hole in Medicare Part D? 

Secretary SEBELIUS. Well, the seniors who qualify for the donut 
hole because they purchase those prescriptions have saved at least 
$1,000 a piece, on average, because of the ACA provisions, yes, 
ma’am.

Ms. DELAURO. One of the most important pieces of the Affordable 
Care Act is its focus on increasing access to preventive services. 
Isn’t it true that more than 25 million Medicare beneficiaries are 
receiving free preventive care as a result of the Affordable Care 
Act?

Secretary SEBELIUS. Well, as you know, Congresswoman, not 
only do seniors receive that, but now insurance policies offer pre-
ventive services with no copays and no coinsurance. So cancer 
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screenings and flu shots and children’s immunizations are all part 
of insurance benefits. 

Ms. DELAURO. Thank you. 
Last 3 years, real per capita annual growth of national health ex-

penditures is only 1.3 percent, less than a third of the long-term 
historical average, lower than the previous 3–year period, which co-
incided with the recession. There are many moving parts and 
pieces in the U.S. economy, but I think we could say that the Af-
fordable Care Act has been successful in constraining the growth 
of healthcare spending. 

Can you talk about the impact the ACA is having on healthcare 
costs and healthcare spending? If the ACA continues to constrain 
the growth of healthcare expenditures, won’t that wipe out a large 
portion of the projected future deficit? 

Secretary SEBELIUS. Well, Congresswoman, we are seeing the 
lowest healthcare increases, some people say, in recorded history. 

Medicare is growing at a slower rate. It was up over 6 percent 
year-in and year-out in the decade before the ACA was passed. In 
2010 to 2012, it grew at a rate of 1.6 percent per capita. Last year, 
0.7 percent per capita—a rate never seen in the 50 year history of 
the program. 

Medicaid costs across the country are rising at about half the 
rate that they did prior to the ACA. If you compare the decade be-
fore and the 4 years since, it is about half. 

Overall health expenditures for the United States are rising at 
half the rate they did in the decade before as compared to the 4 
years since the ACA. And private insurance rates are rising at 
about half the rate. 

Ms. DELAURO. Uh-huh. So, overall, we are seeing a bending of 
that healthcare cost curve. 

Secretary SEBELIUS. Significant. And, initially, people said this 
was related to the recession. Health economists now are saying 
there is some fundamental transformation going on in the overall 
healthcare expenditures. And that is very good news. 

Ms. DELAURO. Okay. Thank you. 

HEALTH CARE FRAUD AND ABUSE

I don’t know if—well, let me move to the healthcare fraud and 
abuse, which you addressed in your commentary. I mentioned this 
in my opening statement. The Budget Control Act of 2011 author-
izes two cap adjustments in program integrity initiatives in the 
Labor-HHS bill. The cap adjustments are provided for programs 
that actually reduce the budget deficit by preventing fraudulent ex-
penditures in Federal programs. Health Care Fraud and Abuse 
Control Program is one of these programs, estimated to save nearly 
$8 in taxpayer money for every dollar spent. 

Can you tell us about the fraud-prevention activities that HHS 
could be pursuing this year but can’t because of the fiscal year 
2014 bill that didn’t fully fund this program? 

Let me just leave it there, because my time might be running 
out.

Secretary SEBELIUS. Well, part of the lesser-known features of 
the Affordable Care Act is it is probably one of the toughest anti-
fraud measures ever passed by the United States Congress. You 
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gave us a lot of new tools. You increased criminal penalties for 
fraudulent activity, gave us new resources to set up predictive mod-
eling so we can do what the private sector does, which is look at 
expenditures. And additional resources were used to expand the 
very successful on-the-ground strike forces of the Justice Depart-
ment working with our fraud investigators. That, combined, has in-
creased the number of arrests and trials and recoveries, so last 
year we announced $4.3 billion was put back in both the Medicare 
and Medicaid Trust Funds thanks to those efforts. 

So we would be able to expand strike forces, do more vigilant ac-
tivity. Medicare is a huge program, as is Medicaid. Fraud activity 
occurs. And the further we can get out ahead of it, and not pay and 
chase, the better off we are going to be. 

Ms. DELAURO. Can you just deal with what kind of money we are 
talking about, what kind of savings? Is that possible to predict? 

Secretary SEBELIUS. Well, we have now over the last couple of 
years returned 8 to 1 so for every dollar spent, $8 is put back in 
the Trust Fund. 

Mr. KINGSTON. The gentlewoman’s time has expired. 
Ms. DELAURO. Thank you. Eight to 1. Thank you. 
Mr. KINGSTON. Mr. Fleischmann? 
Mr. FLEISCHMANN. Mr. Chairman, I understand that you wanted 

me to yield about a minute of my time, sir? 
Mr. KINGSTON. Let me just say this for the record to my friend, 

Ms. DeLauro, and for the Secretary: Your budget last year was 
$5.3 billion, and this year it is 23. That is not a decrease. Going 
from $5.3 billion to $23 billion is not a decrease in healthcare costs. 
Now, we can quote all this stuff and have all these nice rhetorical 
exchanges, but the numbers don’t show that at all. 

Mr. Fleischmann, thank you. 
Mr. FLEISCHMANN. Thank you, Mr. Chairman. 

AFFORDABLE CARE ACT ENROLLMENT

Good morning, Madam Secretary. 
Your administration has repeatedly given reprieve to business by 

delaying the mandate that requires large employers to provide 
healthcare coverage or pay fines, yet you refuse to consider grant-
ing that same option to individuals who are struggling to meet the 
requirements of Obamacare. 

In fact, your agency stated on Tuesday that you do not have— 
and I repeat, you do not have—the statutory authority to delay the 
enrollment deadline. And in your testimony before the House Com-
mittee on Ways and Means yesterday, you stated that the adminis-
tration will not delay the individual mandate or extend the 6- 
month open enrollment period scheduled to end March the 31st. 

Madam Secretary, I would like you to clarify whether you can 
think of any reason—and I state, any reason—HHS would delay 
the March 31st deadline for enrollment, SHOP exchanges, or any 
other Obamacare deadlines. Please provide this subcommittee and 
the American people with a straight answer. 

And I want a yes-or-no answer: Will you or will you not delay 
the individual enrollment deadline on any other aspect of 
Obamacare?
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Secretary SEBELIUS. The enrollment deadline will not be delayed, 
as I said yesterday. 

The SHOP doesn’t have a deadline. Small-business owners can 
sign up at any point, so they don’t operate in an open enrollment 
period. That is the way that insurance market works. They don’t 
have to worry. Anybody eligible for Medicaid can sign up at any 
time, as can small-business owners. 

But the enrollment deadline, which was set out to end March 
31st, will end March 31st. 

Mr. FLEISCHMANN. Okay. So then we agree that there is no stat-
utory authority to extend these deadlines and that they will not be 
extended.

Secretary SEBELIUS. The enrollment deadline will be March 31st. 
Mr. FLEISCHMANN. Thank you. 
Mr. Chairman, I yield back. 
Mr. KINGSTON. Ms. Roybal-Allard. 
Ms. ROYBAL-ALLARD. Welcome, Madam Secretary. 

MINORITY HEALTH

As you know, minority health in our country suffers dispropor-
tionately from the rest of the population. So it is important that 
every effort is made to reduce the racial and ethnic health dispari-
ties that exist in our country. 

Yet, in your proposed budget, CDC’s Racial and Ethnic Ap-
proaches to Community Health, the REACH Initiative, which funds 
community-based programs and culturally tailored interventions to 
address health disparities, is eliminated. Programs that focus on 
healthcare workforce diversity, such as the Health Careers Oppor-
tunity Program and area health education centers, are also elimi-
nated. And on top of the elimination of these programs, the budget 
of the Office of Minority Health is scheduled to be cut by 37 per-
cent.

I understand that these cuts are to replace REACH grants with 
grants that focus on chronic disease. How will these new grants re-
place the work and accomplishments of the REACH program? And 
what is the rationale for eliminating proven workforce diversity 
programs like HCOP and AHEC and for cutting the Office of Mi-
nority Health budget by 37 percent, which is about $21 million? 

Secretary SEBELIUS. Well, Congresswoman, we share your focus 
and attention on reducing health disparities and providing funding 
for programs and services to improve health in minority commu-
nities. And let’s just start with the Affordable Care Act, which has 
had a significant impact, and probably the most significant impact 
on reducing disparities, since African Americans and Hispanics are 
more uninsured, by population, than their white neighbors and 
friends.

But the budget has $11.9 billion for programs and services to im-
prove the health in minority communities. We have an additional 
$960 million going out to community health centers with new ac-
cess points and can serve up to 31 million patients. Sixty-two per-
cent of the health center patients are racial and ethnic minorities. 

There is new money going into the Indian Health Service, one of 
the least-served populations, to continue projects and reduce health 
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disparities. And additional money will be invested into the Ryan 
White HIV/AIDS program. 

CDC suggests that, rather than funding the REACH program, 
that new partnerships in community health, and grant programs, 
as well as the chronic disease and prevention programs’ funding 
announcements will more than cover not only that target popu-
lation, but they think it will do it more efficiently than REACH. 

And while there is a decrease in the Office of Minority Health, 
I would say that the grants are coming to a natural end in that 
office, and we are looking at broader service programs that can 
pick up that focus and effort. 

Finally, we do have increased funding, which I think is critically 
important, in the workforce areas to make sure that we further di-
versify our workforce. So in HRSA, in our effort to more than dou-
ble the size of the National Health Service Corps, where currently 
over 30 percent of the new Corps members are minorities. We 
think that that will continue. More than half of the 1,100 Corps 
members in the pipeline are minorities. And that will make sure 
that people are actually in a more diversified workforce setting 
than we have ever had before in the history of this country. 

Ms. ROYBAL-ALLARD. I think that the concern is that some of the 
programs that you are talking about deal more with current health 
providers and, you know, enhancing their work. And the concern 
at least that I have is that the programs that you are cutting are 
mostly about recruiting minority health providers and building a 
pipeline for future healthcare workers. 

So I guess my question would be, then how do these programs 
that you have just mentioned specifically address recruitment and 
retention of minority health providers, and how do they build this 
pipeline that is going to be so critical in the future? 

Secretary SEBELIUS. Well, again, I would say that one of the 
most successful programs that we have is the National Health 
Service Corps. Thirty percent of the National Health Service Corps 
members who receive scholarship and loan repayments are minori-
ties.

We currently have about 8,900 National Health Service Corps 
members in the country. This budget would bring that number to 
15,000 and keep it at 15,000. That is a whole lot of new pipeline. 
And we will very much double down on the effort to make sure 
that——

Mr. KINGSTON. Mr. Joyce. 
Secretary SEBELIUS [continuing]. Minorities are overrepresented 

in that population. That is a new group of healthcare providers. 
Mr. KINGSTON. Mr. Joyce. 
Mr. JOYCE. Thank you. 

SMALL BUSINESS HEALTH OPTIONS PROGRAM

Madam Secretary, CMS rules require the Federal exchange and 
all State exchanges to implement a Small-Business Health Options 
Program, otherwise known as SHOP, that provides an employer 
the ability to make available to their employees all exchange 
health plans at a meta level—for example, bronze, silver, gold, or 
platinum.
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This employee-choice model is administratively complex. In 2013 
and 2014, several States attempted to implement the employee- 
choice approach but encountered technical issues that required 
them to either take down or delay launching their SHOP program. 
Yet, CMS still requires all States to have this ready to go later this 
year.

An employee-choice SHOP is an enormous IT undertaking across 
multiple business partners and vendors to allow for online shop-
ping, enrollment, automated employer billing, and payment of 
health plans. However, there is little transparency into CMS 
progress in implementing this new SHOP model for 2015. In par-
ticular, details on key milestones for development, testing, and 
availability have not been released outside the government. More 
transparency is critical, since CMS will be implementing SHOP in 
37 States. 

Based on media reports, enrollment in State SHOP exchanges is 
miniscule. However, CMS hasn’t released any data on how success-
ful it has been in enrolling employers to date. 

Madam Secretary, how many employers are covered under the 
Federal SHOP today? 

Secretary SEBELIUS. Sir, I don’t have that number off the top of 
my head, but I can get it for you today. 

[The information follows:] 
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Mr. JOYCE. Well, thank you. I would appreciate that today. 
Secretary SEBELIUS. Our last enrollment report would have it, 

and I just don’t have the enrollment report with me. 
Mr. JOYCE. I would appreciate that today. 
Secretary SEBELIUS. Sure. 
Mr. JOYCE. Thank you. 
In light of the recent consumer experience rolling out the indi-

vidual exchanges and the late announcement last November delay-
ing SHOP on online enrollment for the Federal exchanges, what as-
surances can you provide small employers that the rollout of the 
FF-SHOP will be different from the individual consumer experience 
last October? 

Secretary SEBELIUS. Well, Congressman, I have repeatedly said, 
and I will say it again, the launch in October was failed and 
flawed. The good news was that the consumer had a very different 
experience 8 weeks after October 1st, but that is no excuse for the 
8 weeks of, really, failed technology. 

We announced prior to the launch of the ACA that in the Federal 
Marketplace—States have made different choices with the State- 
based market—that while we would offer SHOP plans, we would 
not offer the second feature, as you say, employee choice. So an em-
ployer can choose among plans in the market in 2014, and a num-
ber are. And they are dealing with agents and brokers the way 
they have always dealt with small-business coverage this year. 

We are on track to have an automated system which will allow 
us to go to step two in the Federal marketplace, so employees can 
actually choose between plans, which is a feature that a lot of 
small employers have never been able to offer. That technology will 
start to be built after open enrollment finishes. 

And we can get you regular updates, but I just got a report from 
the technology team that they feel it is feasible to have it online 
by the time open enrollment starts on November 15th of 2014. 

Mr. JOYCE. Well, see, Madam Secretary, last year when you were 
here, I asked you if there was a place that consumers or Americans 
could go to follow, somewhere within the government, the rollout 
of the Affordable Care Act. And I got a letter—— 

Secretary SEBELIUS. They followed it. 
Mr. JOYCE. Yeah. Well, I got a letter back from you in August 

saying that, you know, you would get back to me. And, again, you 
know, we got to follow it, and it didn’t follow out all that well in 
October.

Last year, CMS determined that it wouldn’t be able to allow em-
ployees to select from any health plan on SHOP and would instead 
focus on allowing small employers to enroll in a single health plan. 
Then in November, CMS announced that it would not be capable 
of even processing an enrollment for employers. This meant that 
small employers that applied for coverage through the Federal 
SHOP had to start over and apply for coverage directly through 
participating health plans. That was very disruptive to small em-
ployers.

Shouldn’t CMS prove that it can implement what it had planned 
for 2014 before attempting to implement the more complicated sys-
tems that allow employees to choose from among multiple health 
plans?
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Secretary SEBELIUS. Well, that is exactly what we are doing. This 
year, we have a system in place—if a small employer wants to take 
advantage of the tax credit which is available to some small em-
ployers with low-wage workers, we have an arrangement with the 
insurers that they can qualify for the tax credit and enroll with in-
surers.

If a small employer wants to offer coverage the way they always 
have and has no interest in the tax credit or isn’t eligible for the 
tax credit, they are enrolling as they choose this year. And, as I 
say, the automated version, including the employee choice, will be 
up and running. 

Mr. JOYCE. Well, are CMS, its vendors, and business partners 
working under a coordinated Federal timeline? And if so, what are 
the deadlines and key milestones in that timeline? 

Secretary SEBELIUS. For this plan, I, again, don’t know that off 
the top of my head, but I can get that for you. 

Mr. JOYCE. You can supply us those timelines? 
Secretary SEBELIUS. Yes. 
[The information follows:] 
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Mr. KINGSTON. Ms. Lee. 
Thank you. 
Ms. LEE. Thank you, Mr. Chair. 
Let me first say welcome and it is good to see you, Madam Sec-

retary.
Secretary SEBELIUS. Thank you. 

HEALTH DISPARITIES

Ms. LEE. Following up with Congresswoman Roybal-Allard’s re-
marks—and I associate myself with all of her remarks with regard 
to the budget cuts as it relates to the cuts to the Office of Minority 
Health. One of the issues—Congresswoman Roybal-Allard, myself, 
and Congressman Honda helped negotiate the health disparities 
provisions in the Affordable Care Act for the specific purpose to 
really prioritize—of course, in a country that is rapidly becoming 
more diverse—to prioritize closing these gaps in communities of 
color.

And so I am really worried about these budget cuts and the fact 
that it doesn’t really now appear that that is a priority, and, in 
fact, we are not going to make a lot of progress in this. So I hope 
that we go back to the drawing board and look at this very, very 
carefully.

Secretary SEBELIUS. Well, again, Congresswoman, I would sug-
gest that the budget before you has an increase of about $775 mil-
lion in funding specifically for minority health issues, and that does 
not include any of the direct efforts through the Affordable Care 
Act to qualify people for health insurance. 

So, in addition to that effort, there is an additional—and the pro-
grams include programs in HRSA, the Indian Health Service, and 
in the Office of Research and Quality. But we would be glad to enu-
merate those programs and get back to you. 

Ms. LEE. It would be good to see—— 
Secretary SEBELIUS. Yes. 
Ms. LEE [continuing]. Because, for instance, eliminating the 

funding for the REACH Program, eliminating funding for the cen-
ters for excellence, Healthcare Opportunities program, Area Health 
Education Centers—all of those have been reduced or eliminated. 
So we need to see how you are going to—— 

Secretary SEBELIUS. Absolutely. And in—— 
Ms. LEE [continuing]. Deal with this. 
Secretary SEBELIUS [continuing]. Some of those cases, the leaders 

of those agencies have made a determination not to decrease their 
efforts in minority health but, actually, to expand them into broad-
er programs that they thought would reach more of the population 
of interest. 

Ms. LEE. Okay. Yeah, I hope we have a chance to walk through 
this.

Secretary SEBELIUS. And I would be glad to do that. 

GUN VIOLENCE

Ms. LEE. Let me ask you about gun violence. You know, it has 
been more than a year now since the tragedy at Sandy Hook in 
Connecticut and a month-and-a-half removed from the deadly mall 
shooting in Maryland. Of course, Congress, for obvious reasons, has 
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failed to take a single step to address gun violence in America tak-
ing innocent lives every day. Despite overwhelming public support, 
we have really been unable to act on something as noncontroversial 
as background checks. And so, as we wait, according to the Chil-
dren’s Defense Fund, they estimate that more than 21,000 children 
and teens have been shot by guns since this Congress alone. 

So I wanted to ask you about this study, the Institute of Medi-
cine report that proposes a research agenda on gun violence, in-
cluding key topics such as risk and protective factors and the char-
acteristics of gun violence. 

Are you doing any gun violence prevention research? How does 
this budget attempt to address this in your proposals? And how do 
you see this gun violence issue as a public health problem? Because 
many, many want CDC and others to begin to define at least part 
of it as a public health issue. 

Secretary SEBELIUS. Well, I don’t think there is much debate or 
dispute in the healthcare community that gun violence is a major 
public health problem and not only has a serious economic cost but 
a serious personal cost in the loss of lives. 

In the President’s ‘‘Now is the Time’’ agenda, some of those sug-
gestions were dependent on congressional activity, some were Exec-
utive orders that could be carried out by departments. And for our 
department one of them was to ask both the NIH and the CDC to 
refocus on the issue. CDC will focus on surveillance of gun violence 
and produce data and information, which they are doing and will 
continue to do, and NIH will look at various causes and effects. 

We also have efforts in Substance Abuse and Mental Health 
Services Administration that focus on not only the trauma that is 
created by survivors of gun violence and efforts to help victims, but 
a fairly significant increase in the 2014 budget and also for 2015 
in the number of mental health professionals. I mean, a greatly un-
derserved area is often early intervention in mental health issues 
that could identify problems at the front end. 

Mr. KINGSTON. Dr. Harris. 
Mr. HARRIS. Thank you very much. 

PHS EVALUATION TAP

Let’s turn our attention a little bit to the NIH budget, which I 
understand comes in at $30.4 billion. And your statement says it 
increases $211 million over fiscal year 2014, reflecting the adminis-
tration’s priority to invest in innovative biomedical and behavioral 
research.

But, in fact, in the same budget, you increase the tap from 21⁄2
to 3 percent, taking back $152 million of that $211-million in-
crease. Is that correct? 

Secretary SEBELIUS. The tap has always been a part of our budg-
et, yes, sir. 

Mr. HARRIS. But you are increasing the tap—— 
Secretary SEBELIUS. We are increasing it, but that has al-

ways——
Mr. HARRIS [continuing]. Taking $150 million more than you 

would under the old tap. Is that correct? 
Secretary SEBELIUS. That is correct. 
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Mr. HARRIS. Okay. So basically the increase really, because of an 
accounting gimmick, is really only $50 million. 

The tap you take from NIH is valued at—you would propose a 
$900-million tap? So 3 percent of $30 billion? I mean, that is a 
back-of-an-envelope estimation. 

Secretary SEBELIUS. I assume that is correct. 
Mr. HARRIS. Well, I think the math of 3 percent of $30 billion 

is $900 million. 
Secretary SEBELIUS. I just wasn’t clear—— 
Mr. HARRIS. So if we—— 
Secretary SEBELIUS [continuing]. That $30 billion was correct, 

sir.
Mr. HARRIS. If, in fact, your office didn’t take the tap, you could 

triple Alzheimer research at the NIH, you could increase Parkin-
son’s research eightfold by leaving that $900 million in the NIH. 
I mean, you could double or increase 21⁄2 times the breast cancer 
research. But instead you choose to take a 3-percent tap from the 
NIH.

And the interesting thing is you say your budget reflects the ad-
ministration’s priority to invest in innovative research, but, in fact, 
the best measure of the administration’s priorities is, where does 
the tap money go? Because that really is your ability to set prior-
ities of the administration. 

Am I correct that in fiscal year 2013, the last number that I have 
available, zero tap dollars were sent back to NIH for medical re-
search—zero?

Secretary SEBELIUS. I can’t—— 
Mr. HARRIS. Out of—— 
Secretary SEBELIUS. I can tell you Congress appropriates vir-

tually all of the tap from the HHS budget. So I think there are 
about $40 million of discretionary funding. So if Congress did not 
direct us to send tap money to NIH, it probably isn’t there. 

Mr. HARRIS. Okay. So you would be okay if we directed tap 
money to the NIH—— 

Secretary SEBELIUS. As I say, Congress has—— 
Mr. HARRIS [continuing]. Because of the priorities? 
Secretary SEBELIUS [continuing]. For years appropriated the 

money that comes in through the HHS—— 
Mr. HARRIS. So, I mean, you are not answering my question. So 

you would be okay if we directed that additional $900 million that 
your budget takes out of the NIH budget, the tap, back to the NIH 
to restore medical research? 

Secretary SEBELIUS. We will certainly work with Congress on 
whatever the direction is. But it is a congressional appropriation 
that——

Mr. HARRIS. Good. 
Secretary SEBELIUS [continuing]. Has come in year-in and year- 

out to spend—— 
Mr. HARRIS. I understand, but—— 
Secretary SEBELIUS [continuing]. That money, so it is not our dis-

cretion.
Mr. HARRIS [continuing]. It was not our decision to increase the 

tap from 21⁄2 to 3 percent. That was an administration decision in 
this budget. 
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Secretary SEBELIUS. I think that is correct, but—— 
Mr. HARRIS. I know that is correct—— 
Secretary SEBELIUS [continuing]. You do appropriate the money, 

sir.

MARYLAND HEALTH INSURANCE EXCHANGE

Mr. HARRIS [continuing]. Madam Secretary. 
Listen, let’s move on, because I only have a couple more minutes. 

The Maryland exchange is a disaster. Your Inspector General cor-
rectly agreed last week to inspect and to audit the Maryland ex-
change.

But my understanding is they are coming back to the Depart-
ment for 30 million additional dollars to bail out an obviously failed 
exchange. Is it the intention of the Department to provide that ad-
ditional emergency funding? 

Secretary SEBELIUS. Sir, we do regular financial audits on all of 
the State-based markets. I am not aware of this request. We have 
all of the IT funding for IT that isn’t working under specific restric-
tions. And we will look at their proposal and see where they are 
going forward. 

Mr. HARRIS. When did the Department know that there were tre-
mendous problems in the Maryland exchange? 

The Department is about to invest a total of $200 million, which, 
by the way, could double the Parkinson’s research in the country 
if, instead of wasting it in the Maryland exchange, you had funded 
Parkinson’s research. 

When did the Department know about the failures in the Mary-
land exchange? 

Secretary SEBELIUS. Sir, we got regular updates on when they 
launched——

Mr. HARRIS. So the Department knew? So the Department knew 
that this was a failure? 

Secretary SEBELIUS. We did not know—we knew it was not work-
ing properly starting in—— 

Mr. HARRIS. Well, then, Madam Secretary, I hope you don’t 
spend another $30 million there. 

EPDIURALS

Finally, the last thing is, earlier this year, CMS implemented ex-
tremely steep cuts to payments for certain epidural pain proce-
dures, procedures I am familiar with—I have never done them, but 
I am familiar with them—to treat low back pain. They decreased 
by 56 percent the payment for these. I will tell you, Madam Sec-
retary, that the effect of decreasing that is to ration this procedure 
to seniors with back pain. That is the effect of cutting 56 percent 
of payments. 

Due to a magnitude of the cuts, does CMS intend to revisit the 
decision through the agency’s refinement process? You don’t have 
to tell me now. If you can get back to staff within a couple of 
weeks, I would appreciate whether that is going to be revisited 
through the refinement process. 

Secretary SEBELIUS. I could certainly ask that question. 
Mr. HARRIS. Thank you very much, Madam Secretary. 
I yield back. 
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Mr. KINGSTON. Mrs. Roby. 

AFFORDABLE CARE ACT

Mrs. ROBY. Thank you for being here. 
Over the last few months, thousands of health insurance policy-

holders in my home State of Alabama have received notice that 
their plans have been canceled or altered. The costs have risen, 
some quite dramatically. A family with one income’s premium dou-
bled from $420 to $940 a month. 

That being said, there is already a 3.5 administrative fee im-
posed on residents of States where the exchange is run by the Fed-
eral Government, like Alabama. Mr. Cohen told Congress in pre-
vious testimony that the percentage might have to be increased 
next year. 

Could you tell this committee when you expect to finalize the 
payment parameters rule for 2015? 

Secretary SEBELIUS. Well, first of all, Congresswoman, there is 
no payment imposed on residents of your State. There is a fee on 
insurance companies—— 

Mrs. ROBY. That is passed on to the individuals. 
Secretary SEBELIUS. If an insurance company chooses to do that, 

they can. If they choose to take it out of their profit margin, they 
can do that. They have rates already filed, so they can’t pass it on. 
If rates are in the market, then they are locked in—— 

Mrs. ROBY. But we are seeing—as a result of this administrative 
fee, we are getting direct stories from these individuals of a dra-
matic increase. So, clearly, the fee plays a part of that. 

Secretary SEBELIUS. And the rule has been finalized, so that is 
the fee that insurance companies will pay. 

Mrs. ROBY. Do you believe it is reasonable to penalize these indi-
viduals with this administrative fee if their State was unable to op-
erate, particularly because of insolvency, fiscal insolvency, espe-
cially these individuals that have already seen such a dramatic in-
crease in their premiums? 

Secretary SEBELIUS. Again, I am not sure who has fiscal insol-
vency. This is a fee on insurance companies, who are seeing mil-
lions of new customers come into their businesses because of the 
Affordable Care Act. And the fee is to get us to the point where 
the Marketplace will be self-sustaining. So the users and the com-
panies, who will make profit based on their new customers, will ac-
tually be paying for the infrastructure to sell insurance products. 

Mrs. ROBY. Right. And the reality, though, is that these dramatic 
increases are having an unbelievable effect on individuals that are 
having to make choices, quite frankly, between paying their mort-
gage or being able to pay for their health care. 

And I am not making this up. They are calling my office. They 
are sending their premium statements, showing us. These are real 
lives that are being affected by these dramatic increases. 

I want to ask you just a series of questions based on your testi-
mony about the 4.2 million individuals that are enrolled already— 
below the 7 million individual goal. And I heard you say, I be-
lieve—correct me if I am wrong. You said—as far as enrollees on 
the exchange that were previously insured, did you state that num-
ber already? 



152

Secretary SEBELIUS. I did not. 
Mrs. ROBY. Okay. Do you know that number? 
Secretary SEBELIUS. I do not. 
Mrs. ROBY. Can you get back to us today, please? 
Secretary SEBELIUS. Insurance companies have that number. I do 

not have that number. 
Mrs. ROBY. Okay. How many enrollees have currently paid pre-

miums?
Secretary SEBELIUS. I do not have that number. As I told the 

committee members yesterday, we have aggregate numbers that 
are a month old from insurers. We do not have individual data 
from insurers. 

We will give you that as soon as we have it. I do not have accu-
rate, timely information, and I can’t give you that information. And 
we will never have, until the fully automated system for the finan-
cial payment is in place, numbers on the individuals who are cus-
tomers, who are paying their premiums, who are not eligible for 
the APTC. 

Customers pay the insurance companies. They do not pay the 
Federal Government. These are contracts between Blue Cross Blue 
Shield or Humana or Kaiser and—— 

Mrs. ROBY. So you don’t know the cost per member or cost per 
month of the individual—— 

Secretary SEBELIUS. I can look on the website and tell you the 
cost per member and the cost per month. It varies by the tax credit 
they are eligible for. But they are paying their insurance company. 
This is a private insurance company. 

Mrs. ROBY. Why is HHS not tracking this information? I mean, 
Congress and this committee has appropriated billions of dollars to 
adequately implement this law, and, you know, it is a wonder 
where the justification is for not having these numbers. 

Secretary SEBELIUS. We do not have accurate information now 
because these are just being gathered. Insurers have more accurate 
information. The last number I heard was a comment by a couple 
of insurance leaders saying 80 to 85 percent of their newest cus-
tomers have paid premiums in the month of January. Whether that 
is accurate or not, I cannot tell you. But we will get you timely in-
formation, accurate information, as soon as we have it. But cus-
tomers don’t pay us. They are customers of insurance companies, 
not of the Federal Government. 

Mrs. ROBY. Yield back. 
Mr. KINGSTON. Mr. Stewart. 
Mr. STEWART. Mr. Chairman, I am sure you have heard the 

phrase that Congress is kind of like Hollywood for ugly people. You 
can see why I am nervous with the proximity of the camera in that 
case.

Secretary SEBELIUS. I thought they were doing a dental exam or 
something. That is awfully close. You know, I would have him back 
up a little. 

Mr. STEWART. Madam Secretary, thanks for being here this 
morning. I have some questions. I would like to go quickly if I 
could.
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MARKETPLACE ENROLLMENT

In Ms. Roby’s questions and your response to her, you indicated 
that you don’t have information on some things, and one thing that 
we do know from the industry, not from the administration, is that 
something like 25 to 27 percent of the new enrollees through the 
exchanges previously did not have insurance. Three quarters of 
them were insured before. Do you find that an acceptable figure? 

Secretary SEBELIUS. I am thrilled that people are continuing to 
have coverage and that new folks are coming in. My understanding 
is that those numbers are changing over time. But, again, the in-
surance companies are the best validator. I think what you are 
quoting may be a month or so old, so that newer numbers may look 
different but, again, the industry has those numbers. 

Mr. STEWART. We have to reason to believe though that that in-
formation, though, being a few weeks old is less accurate. 

Secretary SEBELIUS. I am not talking about accuracy. I am just 
saying that it is changing over time, that some of the new unin-
sured individuals are coming in in larger numbers. 

Mr. STEWART. Do you think it is going to be higher than 27 per-
cent?

Secretary SEBELIUS. I think that is very likely. 
Mr. STEWART. Okay. Do you have a figure how much higher? 
Secretary SEBELIUS. I really don’t, sir. What we know is that a 

lot of people who have never had coverage before are taking a lot 
longer to find out about the plan, to learn about their options. 

Mr. STEWART. We don’t know, though. It may be less than that 
figure. It may be that we end up with less than that? 

Secretary SEBELIUS. I just said I don’t know. 
Mr. STEWART. It seems to me this has been a terribly disruptive 

and a very infringing program to relieve what we know is going to 
be 30,000,000 Americans without health insurance 10 years from 
now. It seems to me it is kind of like having a sliver under your 
nail and you cut off your finger to alleviate that. This has been 
such a disruptive and such a painful process, which will still leave 
tens of millions of Americans uninsured. And the majority of them 
who are enrolling had insurance previously. 

Secretary SEBELIUS. Congressman, the individual market, which 
is what the new Marketplace is looking at, as well as people who 
didn’t have insurance coverage, was about 5 percent of insured 
Americans, 5 percent. And there definitely are people in that indi-
vidual market who now have new plans and new policies, many at 
far lower rates than they had before because they were locked into 
an old plan. There also are uninsured individuals coming into that 
Marketplace, but we are talking about the vast majority of insured 
Americans whose plans were not impacted or affected, except for 
more consumer protections than they have had before. 

Mr. STEWART. Once again, Madam Secretary, you make my 
point; 5 percent of these people, and yet this has been a terribly 
disruptive program for many, many Americans. 

Secretary SEBELIUS. I am saying those are the 5 percent. The for-
merly insured individuals who were in this marketplace are 5 per-
cent of the insured number in America. The rest of the people who 
had insurance coverage were in employer-based coverage, in Medi-
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care, Medicaid, in large group plans, and those have not been im-
pacted.

Mr. STEWART. I understand, but the point still being only a small 
percentage of these who have joined in the exchanges were unin-
sured before, and we will leave 30,000,000 Americans without in-
surance at the end of 10 years. 

If I could move on now, would you agree, and it seems like it is 
not just the foundation, it is the very foundation of this law, is the 
individual mandate, and without that mandate, the entire bill will 
fail, and yet—let me elaborate on that a little bit. That helps ex-
plain why the President has consistently said that he would veto 
even a bipartisan bill that delayed the mandate for any reason or 
in any way. And yet, in the last few weeks, the administration has 
essentially done that. They have delayed requirements that mil-
lions of Americans purchase health insurance or pay a penalty. 
They have essentially waived the individual mandate for the last 
few years. 

It seems to me this would be something that the American peo-
ple would need to know. And I would ask you when you made that 
decision, did you hold any press conferences to announce that 
delay?

HARDSHIP EXEMPTION

Secretary SEBELIUS. Sir, I assume you are talking about the 
issue where people who have coverage currently who find their cov-
erage changes to be unaffordable could qualify for a hardship ex-
emption and then be able to purchase catastrophic coverage. What 
we are trying to do is keep people in the market, not have them 
leave the market, and that seemed like a logical step for people 
who already had coverage to keep that coverage. 

The hardship exemption has always been part of the law. The 
change was to say that if you had a hardship exemption because 
your new coverage was simply unaffordable, you also would qualify. 

Mr. KINGSTON. The gentleman’s time has expired, but let me 
yield time to you to answer the question on my time. 

Excuse me? 
Secretary SEBELIUS. That was my answer, sir. 
Mr. KINGSTON. Let me make sure I understand that, though, be-

cause there was this news coverage that you could actually apply 
for a hardship if you lost your current policy and were unable to 
enroll, or it was too complicated to enroll. Is that a myth? 

Secretary SEBELIUS. No, no, no. There are nine categories that 
were spelled out, eight or nine, in the law itself. The hardship ex-
emption has always been there, and it has been really aimed at 
people who could not afford coverage, one way or the other, that 
they would be exempted from the mandate. There are a series of 
situations spelled out and then a category that basically gave some 
broad discretion. 

As part of the transition into the new Marketplace, we said that 
if you are in the individual market right now and cannot afford the 
new coverage, not only can you apply for the hardship exemption, 
which was always the case, but you could qualify to purchase—be-
cause you clearly want insurance, you have been insuring yourself, 
you have been in the market—you could qualify to purchase a cata-
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strophic policy, which had a fairly narrow group of people. You had 
to be under 30, basically. So that was the change in the policy; not 
the hardship exemption, but the fact that they could qualify to buy 
catastrophic coverage to keep them in the market. 

Mr. KINGSTON. Okay. So it is still financially driven, not conven-
ience-driven as the reports are? 

Secretary SEBELIUS. Yes, sir. That is for the vast majority of 
cases. There were situations where because of the technical issues 
in a State or two, and people were documented as attempting to 
purchase coverage and couldn’t get into the site, they will be eligi-
ble for retroactive coverage based on their attempt to buy coverage. 
But it is really the case where it is a financial issue. The hardship 
exemption has always been there. We said that, for instance, if you 
live in a State that has chosen not to expand Medicaid and you 
would be Medicaid eligible, you are not liable for the individual 
penalty because you are kind of out of luck if the State doesn’t 
move forward on Medicaid expansion, so we have those categories. 
But they have always been part of the law. 

STATE MARKETPLACES

Mr. KINGSTON. Okay. Let me ask you this, and maybe it would 
be useful for us to understand which States would fall into that 
category, but kind of moving on in a little slightly different direc-
tion, getting back to Dr. Harris’ question about Maryland. 

Maryland had such a disastrous rollout, but I understand that 
Oregon, Hawaii, and Minnesota, there have also been some enroll-
ment problems. What kind of rehab do you have for those States? 
What kind of penalties? Do you just take over it? Because those 
Maryland numbers are unbelievable. I don’t know how you could 
mess something up more than Maryland did. But I would certainly 
like to know that a State is, there is some sort of penalty or rehab 
that would apply. 

Secretary SEBELIUS. Well, as I indicated, Chairman, we have a 
regular financial audit that takes place. The portion of the Afford-
able Care Act that allows the State-based Marketplaces has a fund-
ing stream, but we set up at the point that they put together plans, 
there is no question that some of these websites have been flawed 
and had more severe problems than the Federal website had. We 
will look very carefully at any IT money going out. It is screened 
and qualified. We want these sites to work. 

You know, we want the Federal site to work. It took us 8 weeks 
of additional work to get it fixed. It was not ready as promised on 
October 1. It was very functional by December 1. But that work is 
underway in the States across the country, but we are restricting 
the IT funding. It goes out under audit. Whether or not the State 
then recovers funding from their contractors, repays the money, 
that is still an ongoing discussion. 

Mr. KINGSTON. Did anybody get fired over the rollout? Were 
there vendors who were totally eliminated from future bidding 
processes?

Secretary SEBELIUS. I can’t tell you what has happened at the 
State level. That is a State-by-State choice. I know some of them 
have changed their vendors. I think a couple are suing their ven-
dors.
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At the Federal level, we made a series of decisions. We changed 
overall day-to-day management immediately at CMS. We have 
changed contractors at CMS. We have—we are in the process of 
hiring a full-time risk officer. We have asked the IG to become en-
gaged and involved, which he has agreed to do, with his team and 
looking at all of the contractor issues, so we have taken a variety 
of steps. 

Mr. KINGSTON. Thank you. 
My time has expired. 
Ms. Lowey, we are very happy to have you with us. 
Mrs. LOWEY. Well, thank you so much, Chairman Kingston, 

Ranking Member DeLauro. 
And welcome, Secretary Sebelius. 
I do apologize for arriving late. I was in a meeting with the 

Ukrainian Prime Minister, and then there is another hearing 
across the hall with Secretary Hagel and General Dempsey, so we 
are very busy today, but I was looking forward to seeing you. 

As so many of us would agree, the Department of Health and 
Human Services is so very important, and the responsibility for ad-
ministering some of the key services and initiatives, from early 
childhood education to seniors’ nutrition, I strongly believe that 
this committee must increase investments in those areas to grow 
our economy and improve the quality of life of all Americans. 

NIH FUNDING

One of my top priorities is to increase investments in the Na-
tional Institutes of Health. Not only does NIH’s work lead to future 
improvements in quality of life and other benefits stemming from 
basic research when it comes to diseases and disorders, such as au-
tism, Alzheimer’s, cancer, diabetes, food allergies, as well as the 
brain and big data initiatives, it is also an economic engine, and 
we have to remember that. Scientists in New York, for example, re-
ceive roughly $2,000,000,000 annually in the NIH grants, and 
every dollar of which generates $2.21 in economic activity. This is 
particularly important as there is a government-wide innovation 
deficit due to our inability to maintain adequate investments in re-
search and development. And in the last 10 years, U.S. expendi-
tures as a share of economic output have remained nearly constant 
while China’s has increased by nearly 90 percent; South Korea 
nearly 50 percent. We cannot afford flat budgets that hamper inno-
vation. It is imperative that we increase investments at the NIH. 

I also strongly support proposed increases to help and protect the 
most vulnerable, including Head Start, the Child Care Develop-
ment Block Grant, health care fraud and abuse control, and to bol-
ster safety and preparedness. 

I also believe it is important that we adequately invest in pan-
demic influenza bioshield BARDA, hospital preparedness, and in-
jury and violence prevention, including gun violence. 

That said, I have significant concerns with a number of proposed 
reductions, including CDC, LIHEAP, Children’s Hospital, GME, 
Community Development Block Grant, and the Office on Women’s 
Health and too many other vital initiatives would receive stagnant 
funding, in some cases below the levels where they were just 2 
years ago, including family planning. 
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Madam Secretary, your Department has wide-ranging respon-
sibilities. I will do everything I can to ensure you have adequate 
resources when the committee writes its fiscal year 2015 bill. And 
I would like to ask one question. The 2014 bill restored some of the 
damage done to NIH by sequestration, but as you know, we were 
not able to fully replace those cuts and instead fell short by a little 
more than $700,000,000. Meanwhile, your budget for fiscal year 
2014 includes a small increase of $200,000,000, but in my mind, 
this is far below the level that we need for biomedical research. 

And I just want to add, Mr. Chairman, I was privileged to attend 
a dinner for Research America last night. John Porter spoke. I was 
on this committee, as was my colleague, when he doubled the in-
vestment in the NIH. His leadership, a member of the Republican 
party, the chair of this committee, made an extraordinary change. 
And when you heard these people with a whole range of illnesses 
speak and talk about what investments in the NIH have done for 
their families and other families, it makes me proud to sit on this 
committee, to be part of the NIH advocacy group. 

So maybe you can share with us, for some who may not be as 
involved in the NIH and don’t interact with some of the people 
whose lives have been saved, what research activities could NIH 
pursue if additional resources were available? 

Secretary SEBELIUS. Well, Congresswoman, I think that this Ad-
ministration certainly shares your view that now is the absolute 
worst time to back away from investments in research and that 
NIH, which is the gold standard of the world in research, needs to 
be more adequately funded. 

One of the reasons that the President, I think, put forward the 
Opportunity Growth and Security Initiative, and with a series of 
pay-fors, saying this is where we should be, NIH has a huge por-
tion of that investment. But the kinds of things that are going on 
with the BRAIN research project, the new accelerations for cures 
that are underway, and the pharmaceutical collaboration with the 
scientists is all breathtaking. 

Mr. HARRIS [presiding]. Thank you very much, Madam Secretary. 
Mrs. LOWEY. Thank you very much. 

PHS EVALUATION TAP

Mr. HARRIS. I would hope you would join me in saying some of 
that increased TAP money should just be turned back over to the 
NIH. Maybe return that $150,000,000 over there and increase that 
211 to 350. 

Anyway, Ms. DeLauro is recognized for 5 minutes for a second 
round.

Ms. DELAURO. Thank you very much, Mr. Chairman. 
Just to tell you that the TAP effort is directed by the Congress, 

and particularly the TAP—it was the Bush administration that 
wanted to bring the TAP number to 2 percent; 2006, it went to 2.4 
percent. We are 2.5 percent, and that is all directed through the 
Appropriations Committee. I would concur that the difference be-
tween 2.5 and 3, that is what is being proposed, but, please, people 
should understand where that evaluation TAP restriction comes 
from and where the responsibility lies. This Appropriations Com-
mittee needs to deal with that. 
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Madam Secretary, let me ask you this question. How many peo-
ple will be insured by the end of the decade? What is the anticipa-
tion that you think you would be able to insure? 

Secretary SEBELIUS. By at the end of the decade? 
Ms. DELAURO. By the end of the decade, yeah. 

MEDICAID EXPANSION

Secretary SEBELIUS. Congresswoman, I don’t know. I can’t give 
you that number. What I am hoping is that many more States will 
join the 32 Governors who are in the process of expanding Med-
icaid, which is a huge opportunity for lower-income working adults. 

Ms. DELAURO. Which, quite frankly, they have decided they 
didn’t want to do for whatever reasons they didn’t want to do that 
to expand coverage for people. 

Secretary SEBELIUS. That is correct, but we do have 32 Gov-
ernors, Republicans and Democrats, moving ahead. We know that 
the recent Gallup survey indicates that the rate of uninsurance in 
this country as of last month is already going down, and it has 
gone down to the tune of they think 3,000,000 to 4,000,000 people. 
That is very good news. And I think that will continue. I think we 
will make a very serious dent in the so-called uninsured gap that 
currently is there because most people wanted insurance. They just 
couldn’t afford the coverage. 

AFFORDABLE CARE ACT

Ms. DELAURO. Which leads me to this comment that I want to 
make, given the conversation that we have listened to today. I 
think people sit here and believe that it was the halcyon days of 
health care that we had experienced before the Affordable Care 
Act. Let’s just revisit. The health care system was failing people 
every year. Health care costs skyrocketed. Small businesses priced 
out of the market. Employers asking for higher contributions in 
copays and then dropping coverage. People with preexisting condi-
tions who were being socked or left on their own. Every single year, 
more people had no insurance whatsoever. Annual and lifetime lim-
its on coverage that could lead to catastrophic expenses in the case 
of serious illnesses. Premiums that varied widely based on factors 
of age, gender, location and health status. You could be cancelled 
in a nanosecond for treatment that you were undergoing at that 
particular time. 

It sounds to me like some of the commentary here this morning 
is about taking us back, taking us back to what was regarded as 
a failing health care system, when people were not guaranteed cov-
erage for maternity, pediatric care, hospitalizations, families who, 
as I said, faced annual caps. It takes us back to a health insurance 
market that rejects people with a preexisting condition, and they 
could be denied preventative services because they couldn’t pay for 
it.

What are we talking about here? The American people do not 
want to see the Affordable Care Act repealed. They want fixes to 
be made, but let us look at together in the way, in the bipartisan 
way that this committee came together around research under a 
John Porter or a Ralph Regula that come together to say, how do 
we fix the problem so that, in fact, we can ensure people the oppor-
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tunity for some for the very first time in their lives, first time in 
their lives, to have insurance coverage or not being told that their 
kid couldn’t get insurance because they had asthma or were autis-
tic? Let’s focus on what the direction of this country ought to be 
in providing affordable health care coverage for this Nation. 

That is what our moral responsibility and our obligation is to do 
instead of carping. Let’s not carp but fix together what we can do 
for the benefit of the people that we represent. It is not about you 
and me, and I say that to my colleagues on both sides of the aisle. 
It is about the people who are not in the Chamber. These are the 
people we came to represent. That is what the Affordable Care Act 
is doing, is to represent the people of this country. 

I yield back. 
Mr. KINGSTON. Mr. Fleischmann. 

OPEN ENROLLMENT

Mr. FLEISCHMANN. Madam Secretary, thank you for confirming 
that you will not extend the open enrollment period for individuals 
the way that you all delayed Obamacare requirements for busi-
nesses.

Will you delay the penalties under the individual mandate to 
give the people of the Third District of Tennessee and across this 
great Nation the same reprieve that you have given businesses? If 
you are considering delaying the penalties, what is your legal au-
thority to do so? 

Secretary SEBELIUS. The penalty will be applied for people who 
can afford insurance coverage who choose not to sign up during 
open enrollment. They will be liable for a penalty when taxes are 
due in 2015, as is stated in the law. 

Mr. FLEISCHMANN. Okay. Let me say this then. I want a clari-
fication. If an individual does not select and pay for a plan by 
March 31, will they or will they not be assessed a penalty? 

Secretary SEBELIUS. Sir, as it states in the law, they will be as-
sessed a penalty when their taxes are due in 2015. That is what 
the law says, and that is what will happen. 

Mr. FLEISCHMANN. Thank you. 

AFFORDABLE CARE ACT

In my remaining time, I would like to respectfully respond to my 
colleague’s last response and remarks, and I appreciate my distin-
guished colleague’s passion about this issue. I also have a passion 
about this issue. I was not in this great austere body when 
Obamacare was passed. I was elected in 2010. But I will say this. 
We did need health care reform in this country. There is no ques-
tion about that, but we did not need Obamacare. One-sixth of our 
economy taken over by big government. In all due respect, I run 
into people all the time—— 

Ms. DELAURO. Will the gentleman yield? 
Mr. FLEISCHMANN. No, I will not yield at this time. People come 

up to me all the time, higher deductibles, higher premiums, more 
Federal control. This is not good health care reform. 

Yes, we could have, we could have dealt with the issue of pre-
existing conditions. We could have dealt with some of the provi-
sions that most people approve, keeping children on your insurance 
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until age 26. But we did not need, Ms. DeLauro, we did not 
need——

Ms. DELAURO. Would the gentlemen yield. 
Mr. FLEISCHMANN. I will not yield. 
Ms. DELAURO. You are calling me into question, and I am listen-

ing to your rhetoric. 
Mr. FLEISCHMANN. I call Obamacare into question. I call this ad-

ministration into question, and I call the disaster that this has 
caused in terms of job creation, in terms of an overreach of govern-
ment authority, in terms of an administration that appears to just 
basically piecemeal choose what they want to delay and not delay. 

So, Ms. DeLauro, I will stand with the people of the great Third 
District of Tennessee and this Nation to look for other alternatives 
other than Obamacare to solve this nightmare. 

Thank you. I yield back. 
Ms. DELAURO. It is unfortunate for the debate on Affordable 

Health care that the other side did not come forward with any pro-
gram.

Mr. FLEISCHMANN. I yield to the chairman. 
Mr. HARRIS. Thank you very much. 
No, actually, I guess of the members on this side of the aisle, 

none of us were here. But our understanding was—and I applaud 
you—on this side, none of us were here when this bill was passed— 
and I applaud you for calling for bipartisan. But I also urge you 
to remember one of the reasons why this bill is failing is because 
it was not passed with bipartisan efforts. 

Madam Secretary, I am going to follow up in the balance of Mr. 
Fleischmann’s time. On that question of the hardship exceptions, 
is the Wall Street Journal report from Monday morning incorrect 
in fact that all an individual needs to do is just to claim that they 
feel that the insurance policy is unaffordable and they will get a 
hardship exemption? Is it incorrect, their research? I am sure you 
have seen it. 

Secretary SEBELIUS. Sir, what we said—— 
Mr. HARRIS. Madam Secretary, are they correct or not? 
Secretary SEBELIUS. If you had a policy—— 
Mr. HARRIS. No. I am not talking about someone who didn’t have 

a policy. That is not what the editorial said. The editorial said 
someone who didn’t have a policy. 

Secretary SEBELIUS. The editorial was incorrect. It applied spe-
cifically to people who were in the market who found their new pol-
icy unaffordable so that they could qualify. These were people who 
were insured, who wanted to keep insurance—— 

Mr. HARRIS. So their editorial was wrong? Is that correct? In that 
rule, someone will not get a hardship, but you said that if you don’t 
have a policy, in response to Mr. Fleischmann, that if they can af-
ford it, they will get a penalty. 

Madam Secretary, where is the definition of who can afford a pol-
icy? I never met someone who said they thought their policy was 
affordable. Where is the definition? You said, and I quote you, if 
they can afford it. What is the definition of ‘‘affording’’? And my 
time is up, so you can answer on my time. 

Secretary SEBELIUS. I would be happy to send you the rule as it 
stands, and I am—— 



161

Mr. HARRIS. You are going to have to answer that for me. 
Secretary SEBELIUS. This was specifically dealing with people 

who were in—— 
Mr. HARRIS. Ms. Roybal-Allard. 
Secretary SEBELIUS. Dr. Harris, could I answer your question? 
Mr. HARRIS. No, you will have your chance my round. When it 

comes up, you can finish answering. Thank you, Madam Secretary. 

CDC FUNDING

Ms. ROYBAL-ALLARD. Secretary Sebelius, each year, the Depart-
ment’s annual budget request for CDC is smaller than the year be-
fore. For example, the President’s budget request to Congress for 
fiscal year 2011 proposed a core budget for the CDC of 
$7,600,000,000. That was a billion dollars more than the 
$6,600,000,000 that you request today, even before adding losses 
for inflation. This 14 percent drop in the CDC’s request over the 
last 3 years is actually stunning, and it seems to me that the CDC 
continues to at disproportionately suffer from cuts compared to 
other HHS agencies. In fact, this year’s budget request put CDC’s 
budget authority at levels lower than 2003 and includes mandatory 
prevention money allocated to the CDC from the Affordable Care 
Act that was intended to do more for the prevention than the core 
CDC activities. 

Given that State and local health departments rely on CDC fund-
ing to ensure adequate childhood immunization rates, develop ca-
pacity to respond effectively to public health emergencies and to 
build capabilities to track environmental hazards, and given the 
fact that we are seeing old and new and sometimes mysterious dis-
eases starting to pop up throughout the country, how will CDC con-
tinue to support these critical core public health functions with the 
cuts proposed in your budgets? And what has been the impact of 
these cuts on CDC’s prevention investments over the past 4 years, 
especially when you consider that the public health fund manda-
tory spending was intended to supplement prevention efforts, not 
to supplant the CDC core budget? 

Secretary SEBELIUS. Well, Congresswoman, I would say a couple 
of things. Our discretionary budget for 2015 is over a billion dollars 
smaller than the discretionary budget target for 2014. So we start 
with the fact that we have to allocate funds in a reduced budget 
environment, and we certainly share the concern, as I can assure 
you so does Dr. Frieden, that the efforts of the Centers for Disease 
Control and Prevention is not only critically important as the back-
bone of public health but is increasingly important in our global 
health initiative. So we have tried to focus the budget on the areas 
that he feels are top priorities. 

Some of the program eliminations were due to duplication of pro-
grams in other areas. Some are able to be reduced because we an-
ticipate that more people will have health coverage to pay for serv-
ices that an independent program would have paid for in the past. 
And the services will go on; we just don’t need the money through 
CDC.

But I am pleased that this budget does focus on things like in-
creasing efforts in antimicrobial resistance, which is a huge health 
fear throughout the health system in the United States and 
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throughout the world. And the CDC has incredible expertise. We 
are launching a new global health security initiative, which actu-
ally keeps the United States citizens safer and more secure to build 
capacity for surveillance detection. Again, those are areas that Dr. 
Frieden wants to focus new funding, and so he has chosen to re-
duce some of the funding allocations. 

I would finally say that you are absolutely right, that the Preven-
tion Fund was to not supplant old efforts but to enhance prevention 
efforts. I am pleased to tell you that given Congress’ activity in 
2014, those efforts will be dedicated to prevention efforts, not used 
to backfill programs. And I think that we would see that going for-
ward in 2015. We have, again, not suggested that the Prevention 
Fund be used to supplant CDC funding. 

Ms. ROYBAL-ALLARD. So are you saying that these cuts have had 
no negative impact then on public health efforts? 

Secretary SEBELIUS. I would say that all cuts have negative im-
pact, and certainly we saw during the shutdown the very difficult 
time that a lot of public—you saw the real impact that CDC had 
when they had to ask employees to stand down, and that sent 
shock waves through States throughout the country. So every cut 
has an impact, but we, as I say, have a billion-plus dollars less to 
work with in 2015, and we are trying to be very strategic about 
how those funds are moving forward. 

Mr. HARRIS. Thank you very much. 
Before I start my question, I am just going to comment. You 

know, we have still I think five members remaining in the second 
round. I know your time is valuable, so we have got to keep it to 
exactly five minutes so that we respect your time and your limita-
tion here. 

HARDSHIP EXEMPTION

So let me go ahead and let you answer the question that I inter-
rupted your answer before for time purposes. It has to be very spe-
cific. When you said that if they can afford it, someone who has 
never been insured before will get the penalty on this year’s taxes. 
That is what you said, if they can afford it. 

Secretary SEBELIUS. In 2015—— 
Mr. HARRIS. Correct. 
Secretary SEBELIUS. The fee will apply. 
Mr. HARRIS. And who decides if they can afford it? 
Secretary SEBELIUS. There is a hardship exemption. If you self 

attest——
Mr. HARRIS. So self attest—so the Wall Street Journal was right 

on track then? 
Secretary SEBELIUS. Sir, there are criteria in the bill. There are 

nine categories. 
Mr. HARRIS. I understand it. That is exactly what the Wall 

Street Journal said, self attestation. 
Secretary SEBELIUS. There are nine categories. 
Mr. HARRIS. Now, Madam Secretary, let’s talk a little bit about 

some—first, by the way, I just want to make a comment. I hope 
that you have the same enthusiasm for a non-medical-marijuana- 
free generation that you have for a tobacco-free generation. As you 
know, the Attorney General has decided not to pursue, not to en-
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force the Controlled Substance Act in two States. And I hope you 
agree with me that marijuana is at least as dangerous as tobacco. 

ABORTION

But let me go ahead and talk a little bit about some trans-
parency because I think Mr. Shimkus asked you back in December 
about the transparency of whether or not you can determine 
whether a plan on the exchange covers abortion. You said all you 
have to go is to the summary of benefits to see that. These are the 
summary of benefits of every exchange plan in Maryland. None of 
them have an indication whether they cover abortion in the sum-
mery of benefits. It is not transparent whatsoever. I don’t know if 
this is true in any other State. All I know is, in my State, you can’t 
do it. Do you believe it should be fully transparent to the person 
visit being the Web site? 

Secretary SEBELIUS. I think it should be transparent. All the 
benefits are. 

Mr. HARRIS. Thank you very much. Now, and just so you know, 
it is not transparent. So when you look at these Web sites and pro-
vide oversight, please make sure, and this is not just from us. I 
mean, Planned Parenthood of Northwest has made the same com-
plaint. It is very obscure. You can’t tell. 

Secretary SEBELIUS. I understand. I think people should know 
what the benefits are. 

Mr. HARRIS. We are going to agree. You see. We are going to 
agree on something. 

Now, let’s go ahead a little further, though, and talk about the 
billing because the Maryland insurance commissioner, she has said 
that, in fact, the insurance companies don’t have to invoice sepa-
rately for abortion coverage and non-abortion coverage in plans 
that cover abortion. I mean, literally she has said that. I assume 
that the plain reading of the law that says there has to be a sepa-
rate charge means that you actually have to be able to determine 
a separate amount somewhere? Is that correct? Is that your inter-
pretation of the—— 

Secretary SEBELIUS. Again, I can’t speak to what the Maryland 
Insurance Commissioner said or didn’t say, but I can assure you 
we will follow the law in the Federal Marketplace. 

Mr. HARRIS. But you actually have to oversee all the exchanges, 
don’t you, not just the Federal marketplace, don’t you? 

Secretary SEBELIUS. Well, we have supervisory—— 
Mr. HARRIS. Correct. You do. 
Secretary SEBELIUS. No. Sir, the States run their marketplaces. 

They qualify the plans, but they have to follow the law also. 
Mr. HARRIS. Correct. If, in fact, the Maryland commissioner, if, 

in fact, that is her determination, that there doesn’t have to be 
even a separate invoicing of it; that that would, in fact, be a viola-
tion of the law. 

Secretary SEBELIUS. I would be happy to take a look at what she 
said and follow up with our team. 

MARKETPLACE ENROLLMENT

Mr. HARRIS. I hope you do because, again, the reading of the law 
is pretty plain to me. 
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Now, let me ask you a question because this was brought to my 
attention by an insurance agent in my State. April 1 comes, April 
10, somebody sees a rerun of the, you know, ‘‘Between Two Ferns’’ 
deal, and a young healthy patient says, you know, what, the Presi-
dent convinced me; I want to go out, and I want to be insured. 
Healthy young person, exactly the kind of person we want on our 
exchanges. They can’t, can they, in most States? 

Secretary SEBELIUS. As any open enrollment, they need to wait 
until November 15 when it opens again. 

Mr. HARRIS. So we designed a system where that healthy 25- 
year-old who wants to buy insurance on April 15 can’t buy insur-
ance. Now, that is different, the system before—and I agree with 
the ranking member, there was plenty wrong with the system be-
fore. But I will tell you that on April 15, a healthy young person 
could have gone out and bought a policy. So when that healthy 
young person, God forbid, has an accident in August—let me follow 
up—the individual market, and ranking member suggests go to the 
individual market—those policies can’t be purchased, unless you 
have a qualifying event, those policies can’t be purchased, can 
they?

Secretary SEBELIUS. They can. Absolutely. 
Mr. HARRIS. They can be purchased where? 
Secretary SEBELIUS. They can be purchased outside the Market-

place in the individual market. They cannot qualify for a tax credit 
until the next open enrollment season, but they can purchase an 
insurance policy at any time. They just can’t use the open enroll-
ment through the Marketplace and qualify for a tax credit. 

Mr. HARRIS. And, Madam Secretary, in Maryland, it is not avail-
able. In Connecticut, only one plan. 

Secretary SEBELIUS. What is not available, sir? 
Mr. HARRIS. That purchase of that policy for the individual—— 
Secretary SEBELIUS. I don’t think that is correct. I think in every 

State, there are individual policies sold inside and outside the Mar-
ketplace.

Mr. HARRIS. Mrs. Lowey. 
Secretary SEBELIUS. Dr. Harris, if I might take a moment, I want 

to correct a statement I made earlier to, even though Congressman 
Joyce is not here. I have been told I misspoke. And I did that unin-
tentionally. The SHOP data enrollment is not in the current enroll-
ment report, but I will give him the information that we have and 
send that up today, but I just wanted to make that clear. 

Mr. HARRIS. Thank you very much. 
Mrs. Lowey. 
Mrs. LOWEY. Thank you, Mr. Chairman. 
Before I ask the question, ranking member would like 30 sec-

onds.
Ms. DELAURO. I thank the gentlelady. I think Mr. Fleischmann 

has said that we shared the concern that the health care system 
was failing people and that we needed to reform it. Well, I would 
just like to mention to you that we had 6 years of a Bush adminis-
tration, where, if that was the case, nothing was done to address 
it. We waited a 100 years to get an Affordable Care Act passed. 
The majority today, as it did when those of us who were here were 
going through this process, the majority has no program, no plan, 
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except to repeal it. If you have a plan for dealing with affordable 
care for the people of this Nation, I would please ask you to come 
forward with it and just lay out what it is that you would do. I 
thank the gentleman. 

Mr. JOYCE. Will my friend yield? Will my friend yield? But I do 
have a plan. 

Ms. DELAURO. No. Mr. Fleischmann would not yield to me, so I 
have asked Mrs. Lowey if she would yield me 30 seconds. 

Mrs. Lowey. 
Mr. JOYCE. Unanimous consent that it won’t be charged against 

you.
And I just want to make sure my friend, the ranking member, 

said number one—unfortunately, I am going back and forth be-
tween Defense, and I have got some issues across the hall, so that 
is why I am not here, but when I come back, I will always be happy 
to yield my friend time for a good spirited discussion on any sub-
ject.

Mr. HARRIS. Thank you. 
Mrs. Lowey, you are up. We stopped the clock for that. 
Mrs. LOWEY. Thank you so much. 
And before I ask my question, again, I mentioned John Porter 

and how we worked together in a bipartisan way. And as with any 
large program, any large program, whether it is Social Security 
and Medicare, there have been revisions. So I do hope that we can 
be constructive, not only in these hearings but in other discussions. 
And if there are specific changes that you would like made, I do 
hope we can have healthy discussions to amend it. You have seen 
that happen as we move along. 

AUTISM

So I would like to ask a question about autism. It is amazing. 
I go on an autism walk every year, and the numbers are just in-
creasing tremendously. As prevalence rates have increased, and we 
know the rates have increased dramatically in the last 20 years. 
There will be increased demands for services for children and 
young adults. Could you share with us how the budget request 
helps families and individuals with autism? 

Secretary SEBELIUS. Congresswoman, I would say several things. 
One is that if a family has a child or even an adult with autism, 
that individual will now qualify for health insurance, where they 
may not have in the past if that family was in the individual mar-
ket. That is a big step forward just in terms of underlying care and 
being able to access it. There is some very important research un-
derway at the National Institutes of Health. Autism is also one of 
the areas in the brain mapping structure that will be focused on 
by the NIH, and I think that bears very promising resources. 

We also have an autism working group coming up with a series 
of strategies and suggestions, everything from hospice care and 
home-based relief care to strategies about community events and 
enhanced research that is part of the ongoing autism effort. So I 
would say there is basic underlying care. There is additional re-
search. There is additional funding. But, again, I think the need is 
huge in this area. And as more identification takes place of who all 
is in the autism spectrum, those numbers grow. 
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Mrs. LOWEY. So, in addition to the research, I do hope we can 
get together, whether it is HRSA, the Institute of Community Liv-
ing, there is a lot that we have to do. 

Is my time up? No? Okay. 
Mr. KINGSTON. Fifteen seconds. 

CDC FOOD ALLERGY GUIDELINES

Mrs. LOWEY. Let me just say in the 15 seconds, I have been 
working on food allergies, celiac disease, for a long time. And I 
probably don’t have time, but I hope you can share with me at an-
other time CDC’s efforts to disseminate the voluntary guidelines to 
schools and the Department efforts because it is a really important 
issue.

Secretary SEBELIUS. Be happy to do that. 
Mrs. LOWEY. Child has an anaphylactic reaction, too often too 

many people don’t know what to do. 
Thank you, Mr. Chairman. 
Mr. HARRIS. Thank you. 
Mrs. Roby. 

ABORTION

Mrs. ROBY. Thank you. Just a quick follow up on my first line 
of questioning. There was an article that came out today, the insur-
ance industry takes issue with the administration’s claim that you 
do not have the information that I asked and that you testified 
about yesterday. The insurance industry says that they have a lot 
more information than they are letting on, and they have real hard 
data about the percent that it paid. And if the administration and 
if they have not processed those yet and compiled the data, that 
is a choice they are making, but they have the data. So the insur-
ance industry obviously takes a differing position than that of this 
administration.

But I have short time, and I have got another important line of 
questioning that I want to ask. According to Paul Bedard writing 
in the Washington Examiner last week, and I quote, ‘‘Planned Par-
enthood is going to bat for the White House, hosting more than 500 
events in 18 cities to get Americans into the health insurance sys-
tem. In eight States, officials from the women’s health and abortion 
provider will go to grocery stores and even indoor soccer fields to 
enroll people. It also plans to dispatch 500 canvassers and knock 
on 25,000 doors.’’ Earlier this year, the New York Times reported 
that Planned Parenthood is one of the most aggressive groups, 
going door to door to enroll individuals into Obamacare. And last 
year, we learned that Planned Parenthood affiliates received at 
least 655,000 in navigator funds to help with Obamacare enroll-
ment. And I am sure you know Planned Parenthood is the largest 
abortion provider in the Nation, carrying out more than a quarter 
of all abortions in this country. 

So I would like for you to tell us, has the 500 events, 18 city 
Planned Parenthood enrollment initiative that I mentioned re-
ceived Federal funds? And what is the total amount of Obamacare- 
related funding that has been directed to Planned Parenthood or 
its affiliates either directly or as a subgrantee or subcontractor? 
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Secretary SEBELIUS. Congresswoman, I can get you the informa-
tion on the Navigator grants. I don’t have that State by State. 
Those were competitive grants of known community organizations, 
and I am happy to provide that. 

The activities that you talk about are ones that I assume the or-
ganization is conducting. They have no funding from the Federal 
Government. I do think that Planned Parenthood is a provider of 
preventative care across this country. Over 6,000,000 people get 
cancer screenings and well woman checkups and contraception—— 

Mrs. ROBY. Could you please for this committee, because this is 
a very important issue, could you please provide for us at some 
date certain, you know, by end of next week and guarantee us that 
you will give us an itemized list of each grant or contract that has 
been made available to Planned Parenthood or a Planned Parent-
hood affiliate under Obamacare? 

Secretary SEBELIUS. I can give you the Navigator grants, which 
as I said, were competitive grants in communities across this coun-
try.

Mrs. ROBY. If you can give that to us, that would be helpful. 

HEALTH INSURANCE COVERAGE

Secretary SEBELIUS. Yes, ma’am. 
Mrs. ROBY. According to April 12, 2010, edition of the New York 

Times, President Obama agreed to volunteer to enroll in a health 
insurance exchange. For the record, will you tell us what political 
appointees at HHS have enrolled in the health insurance ex-
changes?

Secretary SEBELIUS. Well, I think you will be pleased to know 
that I don’t access people’s personal information, and so I cannot 
give you that information, nor will I ask anybody about their infor-
mation. Their employee coverage is paid for as part of the Federal 
plan. The Marketplaces are for people who don’t have coverage in 
the employer market. 

Mrs. ROBY. The point is, Madam Secretary—— 
Secretary SEBELIUS. If you have affordable employee coverage, I 

assume they will stay where they are. 
Mrs. ROBY. The point is this, if it is good enough for the Amer-

ican people, it should be good enough for political appointees. 
Secretary SEBELIUS. It isn’t about political appointees. It is peo-

ple who don’t have affordable employer coverage. Federal employ-
ees, State employees, have affordable employer coverage, and they 
would not access the Marketplace. 

Mrs. ROBY. We today have spent time, and we have differing 
opinions, obviously, but we have spent time today pointing out defi-
ciencies that we see in this law. And, again, I think it is important 
for the folks back home in Alabama and people all over this coun-
try to know that the Federal Government is not exempting them-
selves that they mandating that the American people have. 

Secretary SEBELIUS. Again, no one in Alabama who works for one 
of the new auto factories who has an employer-based plan will be 
accessing this Marketplace. No one who works for city or county 
government will access this plan. This is for people who didn’t have 
employer coverage, affordable employer coverage, and they now 
have an option. 
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Mr. HARRIS. Thank you. 
Ms. Lee. 

AFFORDABLE CARE ACT

Ms. LEE. Thank you very much, Mr. Chair. 
First, let me just say to you, Mr. Chair, and others who made 

a comment about the Affordable Care Act not being bipartisan or 
receiving one Republican vote. I, during that period, chaired the 
Congressional Black Caucus and led many of our efforts—and, Mr. 
Chairman, I want to mention this—led many of the efforts on the 
negotiations on the Affordable Care Act. 

Much to my disappointment, our leadership and the President 
accepted many Republican suggestions in the Affordable Care Act, 
one by one by one. Not one single vote on your side. So I can’t sit 
here and let you say that you didn’t get, we didn’t get bipartisan 
support when, in fact, the President and our leadership reached 
out, incorporated many of your suggestions. And you all still didn’t 
vote for it, and I was there. I saw this go down, and I think many 
of us understood what was taking place. And I was very dis-
appointed, but in the spirit of compromise, we went along with it. 

SEX EDUCATION

Let me say to you, Madam Secretary, I want to commend you 
and the administration, based on what we are seeing as it relates 
to HIV and AIDS and other sexually transmitted infections, as it 
relates to young people in terms of preventing teen pregnancy. I 
want to just see how does the budget reflect this ongoing commit-
ment because I think you all are doing a really good job in devel-
oping comprehensive sex education for young people. 

LIMITED ENGLISH PROFICIENT POPULATIONS

And then, secondly, I serve as co-chair of the Congressional 
Asian Pacific American Caucus, and of course, we have been deal-
ing with this issue as it relates to inadequate translation services 
provided to limited English proficient populations, both in the 
translated applications, as it relates to the Affordable Care Act, the 
call centers, given that there are so many different languages. And 
so how does this budget, you know, help address the issue of lin-
guistically appropriate services in health care and the exchanges 
and to get the information out and to help those who need to un-
derstand how this works. 

Secretary SEBELIUS. Let me take the last part first. We share 
your concern that this is a very diverse and rich country. Based on 
its diversity and having language-appropriate information is essen-
tial. So the call center can answer questions in up to 150 lan-
guages. We have printed paper applications in five languages. That 
is not enough, and we are looking at what resources we might need 
to expand the paper application process so that we could have more 
printed applications available. 

The website as you know, is available in Spanish and English. 
Again, one of the goals is to look at how culturally diverse the 
website could be. It would be, I can guarantee you, virtually impos-
sible to have the Website in every language that is spoken in this 
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country. So having translators available, having a variety of help 
available is one of the things. 

We are also looking at how we diversify our Navigator force on 
the ground, so even if you can’t go to the Website in your native 
language, you may be able to have someone on the ground. All of 
those are underway. And with the resources available, we are try-
ing to take that very seriously, gathering information from what 
we know now where the highest problem areas and where the mar-
kets are. 

I would say in the HIV/AIDS area, you know that having a Na-
tional Strategy is a first time for any Administration. It never has 
occurred before. We are taking that very seriously, focussing re-
sources on the high-risk populations at high-risk and the commu-
nities at high-risk and certainly testing, treatment, and access to 
ongoing treatment are the three areas we are refocussing on, trying 
to get rid of some of the stigma around testing but also making 
sure that people are routinely screened and come forward and then 
connecting them to treatment and keeping them connected to treat-
ment, because that is a very effective life-saving strategy. 

POVERTY

Ms. LEE. And finally, and I have a few more seconds. I just want 
to say that this subcommittee really is the subcommittee that can 
address issues as it relates to poverty and income inequality. We 
passed several amendments to all of our bills talking about and 
laying out our efforts to reduce the existence of poverty. So I hope 
in this budget, we can see some antipoverty ladders of opportunity, 
provisions, and a way to really address income inequality through 
your agency. 

Mr. HARRIS. Thank you. 
Mr. Stewart. 
Mr. STEWART. Yes, Mr. Chairman, and I understand you would 

like me to yield you 30 seconds. 
Mr. HARRIS. Thank you very much for yielding 30 seconds. 

AFFORDABLE CARE ACT

Madam Secretary, in response to the last answer that you can 
buy insurance on the individual marketplace after March 31, you 
ought to tell USA Today, Kaiser Health News and AARP, all publi-
cations that say you can’t do it in the individual market or the ex-
change after March 31. 

Yield the balance of that time to Mr. Stewart. 
Mr. STEWART. Thank you, Mr. Chairman. 
Madam Secretary, I admire your courage. I really do. I think you 

have this incredibly difficult task of defending this law before the 
American people, and I am so glad that I don’t have to do that. I 
was a small business owner. I know how difficult it used to be and 
how hard we worked to provide adequate insurance for my employ-
ees, but I am telling you, this is worse. In many ways, it is much 
worse, and the American people know it. The health insurance pro-
gram that we had before in country wasn’t perfect. I don’t think 
anyone has ever claimed that it was, but the vast majority of 
Americans were satisfied, which is why we told them, or the ad-
ministration told them: If you want to keep your doctor, you can 
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keep it. If you want to keep your health insurance, you can keep 
it. And we now, of course, know that that is not true. Much of that 
turned out not to be true as well, of other specifics of this law. 

I would like to talk just quickly about the innovation centers, 
which and I am quoting, they are created to provide innovative 
payment and service delivery models to reduce payment expendi-
tures. Essentially, they are there to review and to fund grants. In 
2011, there were only 68 FTEs that were involved with the innova-
tion centers. This year, there is going to be 450, which seems like 
an awful lot of people to review and to, you know, streamline this 
process of granting these government grants. Can you assure the 
committee that there is—none of these employees in the innovation 
centers are involved in the marketplaces? 

Secretary SEBELIUS. Congressman, there is no involvement of the 
Innovation Center in the Marketplace. There is one Innovation 
Center—it is a center in the agency of Centers for Medicare and 
Medicaid Services. It is funded through the Affordable Care Act. 

And I would say, for the first time, we have a research and de-
velopment arm aimed specifically—and it isn’t about the Market-
place at all. It is aimed specifically at how quality can be improved 
and costs can be lowered for Medicare and/or Medicaid programs, 
the big public programs run by CMS. That is what the aim is. 

I think the work that they are doing will benefit everyone, even 
if you are not in Medicare and Medicaid, because things like low-
ering hospital-acquired infections, looking at preventable readmis-
sions, looking at elective deliveries that could cause long-term 
harm to infants, those kinds of efforts are very much under way. 
But it has nothing to do with the Marketplaces. 

Mr. STEWART. Okay. And, as well, you can assure us, then, that 
they are not involved with the implementation activities of 
Obamacare?

Secretary SEBELIUS. That is correct. 
Mr. STEWART. Okay. Thank you. 
In recognition of the shortness of time, then, Mr. Chairman, I 

will yield back my last 30 seconds. 
Mr. KINGSTON. Mr. Womack. 

AFFORDABLE CARE ACT IMPLEMENTATION

Mr. WOMACK. Thank you, Madam Secretary, for your testimony 
here this morning. I apologize for being late. I am sorry, I missed 
a lot of it. 

But at a House E&C hearing back in November, Henry Chao, the 
CMS Deputy CIO who oversaw technical development of the ex-
changes, said there were some back-office functions that were not 
complete yet. 

And I want to go straight to an issue that is relative to my dis-
trict specifically. I have the largest home of Marshallese population 
in the United States. Many of these individuals have Medicaid- 
qualifying incomes, but, as a COFA migrant, they are not Med-
icaid-eligible. However, they are eligible for the premium subsidy 
under the Affordable Care Act. But, as I understand it, their appli-
cations are being kicked back and forth between the State, which 
cannot provide Medicaid coverage, and the exchange, which cannot 
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process the applications, ultimately bouncing the applications out 
of the system on the back end. 

And I know the Arkansas insurance commissioner has sent word 
to D.C. that they have this problem. So I am asking, are the back- 
office operations and IT support functions fully operational and se-
cure?

Secretary SEBELIUS. Sir, we are in the process of testing, State 
at a time, all of the Medicaid inbound and outbound. They are 
built, and each State has a slightly different system. What we are 
finding in some States—and I can’t tell you off the top of my head 
if Arkansas is one of them—that the State is not able to receive 
the automated account, so we are doing a more manual 
workaround.

But we have a very high priority to make sure that people who 
are eligible get enrolled in a timely fashion, and we will do that. 

Mr. WOMACK. Can you give us a timeline? 
Secretary SEBELIUS. Of enrollment? 
Mr. WOMACK. When these functions will be operational, when 

you can get back to Jay Bradford and say—— 
Secretary SEBELIUS. They are operational now at the Federal 

level, both outbound—so if someone comes to the Federal Web site 
and appears to meet the State qualifications for Medicaid, they are 
automatically sent to the State. Some of the States can receive that 
automated information now. Some States do not have the capacity 
to do that, so they are sent a paper file application. When someone 
comes to the State and appears to be qualified for the Marketplace, 
they are referred the other way. 

So the automated functions now are built. We are testing a State 
at a time to make sure that they can receive back and forth. 

Mr. WOMACK. Would it be an unreasonable request to have some-
body from your office contact the Arkansas insurance commis-
sioner——

Secretary SEBELIUS. Not at all. I would be happy to. 
Mr. WOMACK [continuing]. And close that loop? 
Secretary SEBELIUS. Sure. Absolutely. 
Mr. WOMACK. Okay. 

MEDICARE ADVANTAGE

And then, finally—and I know I am closing and you have a hard 
time to be out of here—the President’s budget, released last week, 
proposes nearly $35 billion in additional Medicare Advantage rate 
cuts over 10 years. And it is a huge thing for my district, as it is 
for a lot of people. 

Can you guarantee my constituents that they won’t lose their 
Medicare Advantage plans? 

Secretary SEBELIUS. Absolutely. 
Medicare Advantage, I think, Congressman, is a very positive 

story with the Affordable Care Act. The allegation—and it has al-
ready been said that many of the Members were not here in 2010. 
The allegation was that if you pass the Affordable Care Act, you 
will destroy Medicare Advantage, no one will have a choice, it will 
be gone. Just the opposite has happened. Enrollment is up 30 per-
cent. Premiums are down almost 10 percent. More enrollees are in 
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higher-quality plans than were in 2010. We have seen a very posi-
tive growth in the plan; we anticipate that will continue. 

What is happening, though, is insurance companies are no longer 
being overpaid based on the care that they are delivering. The fees 
are closer right now to a fee-for-service in Medicare. And so I think 
that we see that progress continuing. 

Mr. WOMACK. I thank the Secretary. 
Thank you, Mr. Chairman. 
Mr. KINGSTON [presiding]. Thank you, Mr. Womack. 
Madam Secretary, we appreciate your being here today. I do 

want to close with a few quick question, and we can do those for 
the record. 

And Members will have 2 weeks to submit further questions. 
[The information follows:] 
The transcript record states that ‘‘Members will have two weeks to submit further 

questions.’’ There does not seem to be an actionable insert located here? 

AFFORDABLE CARE ACT OUTREACH

Mr. KINGSTON. I am concerned about the advertising budget. I 
think it is about $770 million. And yet it will be past the enroll-
ment period, so I am not sure why it needs to be so high. 

Secretary SEBELIUS. Sir, I don’t really—I wish we had $770 mil-
lion of any kind, but I don’t know what—— 

Mr. KINGSTON. It is the Consumer Information and Outreach, so 
maybe——

Secretary SEBELIUS. That is the office—that is not advertising. 
Mr. KINGSTON. Okay. 
Secretary SEBELIUS. The Consumer Information and Outreach 

Office is the office that actually manages the entire Marketplace 
program, both at the State and Federal level. Those are employees 
in the Marketplace functions, but that is not an advertising budget. 

Mr. KINGSTON. Okay. I am still concerned as to why we need 
that, but, you know, we will follow up with some questions. 

Secretary SEBELIUS. I would be happy to give you informa-
tion——

Mr. KINGSTON. Yes. 
Secretary SEBELIUS [continuing]. About what they do. That is the 

third big center in the—— 
Mr. KINGSTON. Also, Ms. McCollum and I have been critical of 

some of the military recruitment ads as being ineffective. And I am 
always suspicious when I see Federal Government ads anyhow. 
One that caught my eye, and, frankly, as a male, it was very offen-
sive, as the father of two sons, the ‘‘bro’’ insurance ad for health 
care. I am not sure if that was a Federal ad or one of the State 
exchange ads—— 

Secretary SEBELIUS. It was not a Federal ad. 
Mr. KINGSTON [continuing]. But it had young men doing hand-

stands on a keg of beer. 
And so I am just interested, and I will follow-up with you, in 

terms of how effective some of these ads are and what kind of 
metrics you use. Because we have found with some of the military 
ads, they did not have metrics that showed the effectiveness of it. 
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Secretary SEBELIUS. I would be happy to share with you what 
the CMS folks found in focus groups and others, in terms of the 
advertising. But the ‘‘bro’’ ad is not ours. 

Mr. KINGSTON. Okay. Because I know there was another one that 
was not yours also that they had in Colorado. 

The other thing, getting back to Ms. Roby’s question about polit-
ical appointees and Obamacare, the President did sign up, very 
visibly, on December 23rd about it. And I think that what the con-
cern is Congress has had a lot of public input on signing up Con-
gress, signing up our staffs, subsidies for them. 

And so I think the question is—and I will submit it to you—is 
on political appointees in general and their staffs. 

I also wanted to ask you how navigators get rated, in terms of 
their effectiveness. 

MARIJUANA

And then, switching gears—and, Rosa, I don’t know if you saw 
this, but Patrick Kennedy was on TV, and he is, you know, a 
former colleague of ours. He had, very publicly, some drug issues, 
drug addiction issues. And he is very concerned about marijuana. 

And one of the things he said that caught my attention is that 
the States are getting so many tax revenues, and there is so much 
profit in it, and he said, yet, their natural market is going to be 
teenagers, and they are going to make sure that it is very attrac-
tive to teenagers. 

And so, as we go through this murky water of State laws chang-
ing, contrary to Federal laws, it is something that I think your 
agency needs to be very concerned about. 

And then, kind of getting back to what Dr. Harris said is, you 
know, is there a position of Health and Human Services that med-
ical marijuana, or marijuana in general, is more harmful than to-
bacco?

Secretary SEBELIUS. Well, I would be happy to get you—we cer-
tainly have done a lot of research and a lot of information, and I 
would be happy to get that to you. 

I can tell you that there certainly are harms and some long-term 
brain harms that go along with smoking marijuana over a period 
of time that have been clearly documented. There is a lot of public 
health information. 

But I would also tell you that there is no comparison in terms 
of health risks for someone who is smoking tobacco and addicted 
to nicotine versus marijuana, in terms of cancer and death and sec-
ondhand smoke. 

So there are dramatic health differences, but I would be happy 
to present the information. 

TOBACCO

Ms. DELAURO. All I would just say with regard to that, Mr. 
Chairman, is—and I did a press conference on these new e-ciga-
rettes and e-hookahs. That is an area that we ought to be trying 
to focus on, where the tobacco industry, the way they market it to 
12-year-olds for cigarettes, because that was their new market, 
they are now marketing again to 12-year-olds for e-cigarettes and 
e-hookahs.
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But the information was 480,000 people die every year from a to-
bacco-related illness. Now, we went to war in Afghanistan with the 
3,000 and almost 4,000 people who died, and yet we continue, when 
we can prevent these deaths from tobacco. 

Thank you. 
Mr. KINGSTON. The marijuana thing is—just when I heard Pat-

rick talk about it, it really caught my attention. 
But thank you very much for your time, and thank your staff. 
Secretary SEBELIUS. Thank you, Mr. Chairman. 
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Mr. KINGSTON. Well, the hearing will come to order, and I wel-
come the NIH team today and welcome all the committee members 
to this hearing on biomedical research and the public health budg-
et. And, Dr. Francis Collins, you know that this committee sup-
ports biomedical research. We support the NIH and the good work 
that you are doing. 

I kind of have two ongoing discussions with you, as you know it. 
Number one, I do not think we really tell the story as well as we 
could about what NIH has done, and I always wish that you would 
just come in here with a table full of displays and assortments of 
things that you have invented and lives you have improved. 

You know, I have said many times that I wish all of America 
knew about the 1 percent reduction in cancer rate in the last sev-
eral years and how that saves $500 billion a year to the taxpayers. 
I do not think we brag enough about what has happened with 
AIDS in Africa in terms of the reduction of that. And I do not think 
we brag enough about polio, and I know that is partly NIH and 
CDC and a lot of other efforts. But there are so many things that 
have gone on that I think we need to brag about it more. 

And the other part, which is maybe the yin and the yang, you 
might say, is the pushback that we get particularly from the con-
servative side of public side in terms of how some of those grants 
end up with questionable grantees. And you may remember last 
year Dr. Harris brought up a $7 million grant to a group in Cali-
fornia that wanted to make a determination of if a Tea Party was 
receiving tobacco money or not. And while somebody might want 
to know that, I want the money going into the cure for cancer. 

You know, and in some of our discussions you have said, well, 
you know, 33,000 grants, we cannot control all of them. But, you 
know, I would say also when we are spending tax dollars, if I went 
over to the Library of Congress and just tore up one of the books, 
one of the millions of books that are over there, it would still be 
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egregious. And so, I think we have to have zero tolerance when it 
comes to frivolous grants. 

There are some other examples, and I will just list them, and we 
have had discussions about this. But the influence of personal re-
sponsibility rhetoric on public health, the impact of New York 
City’s sugar sweetener beverage policies on calories purchased and 
consumed, a randomized trial of internet access to nicotine patches, 
research ethics education in the Balkans and Black Sea countries, 
capturing the content of adolescent Facebook communications, ex-
perimental design of a social security system in the Yucatan, ciga-
rette smoke detecting underwear, public health education cam-
paigns in China. And so, you know, to me the question is not com-
pletely on the merits of this research because I can understand 
how some people somewhere would want to know about the social 
security system in the Yucatan. But the reality is it does not have 
to do with biomedical research. 

And so, what we need to do as good stewards of taxpayers’ money 
is what I have said so many times to you publically and privately, 
and I think you and I are on the same page, is I want the money 
to go to the scientists with the white jacket in the lab finding the 
cure to the next world-changing cure, you know, disease or what-
ever that we can be ahead of. And I have also said to you part of 
it is helping me help you. And when we get the pushback on these 
other things, then it hurts our ability to help you. 

The other thing that I wanted to mention is when people come 
into our offices, which they do all year long, and they are abso-
lutely always welcome. But so often they know about your budget, 
but they do not know about the $800 million tap, which this Ad-
ministration takes out of the NIH. After we have appropriated the 
money, this Administration assesses you $800 million and actually 
wanted to assess you more. 

And the thing about these grants is if you do a grant to a group 
that we do not necessarily like or maybe we do like, maybe we em-
brace, maybe we denounce. But it is transparent. The tap money 
that goes back to Health and Human Services, it is not trans-
parent, and we do not know what happens to that money. Not that 
that is your responsibility at all, but I do wish that in the advocacy 
family of NIH, people would realize that the tap does take $800 
million out of money that we appropriated to you. So I wanted to 
say that. 

Ms. DeLauro, I want to yield to you and Ms. Lowey. Well, let me 
go ahead and yield to you, and then I will introduce the panel, if 
that is okay. All right? Thanks. 

Ms. DELAURO. Thank you very much, Mr. Chairman. I would 
just say one comment before I make my statement, actually two 
very short comments. I think with your comment with the regard 
to the grant and the lobbying connection, I think it is important to 
note that the OIG, the Office of the Inspector General, at HHS said 
in response to the letter that you wrote, and they wrote back on 
September 9th, ‘‘In our review of the records for these four grant 
awards, we found no evidence that the grants violated prohibitions 
on the use of Federal funds for lobbying, publicity, or propaganda.’’ 
I think that ought to be part of the record. 



285

Ms. DELAURO. And sometimes with regard to research, I know 
when I sat on the Ag Committee—I still sit on the Ag Committee, 
but I was both ranking member and I was chair of that committee. 
When someone said to me we were going to do research on the 
glass-eyed sharpshooter, I said and what could that be research on? 
Well, if you talk to any of the vintners all over the Nation, the 
glassy-eyed sharpshooter destroys vines and grapes, et cetera, 
which destroys an industry. So sometimes just to the eye of the ob-
server, it is not always what it appears to be. And though it would 
be good to express a view on what some of that research is about 
and how it comports with the kinds of research that is important. 

Let me just say thanks, Mr. Chairman, and good morning. This 
is thrilling, it really is, and I think I may have said this in the 
past—Dr. Collins, director, Dr. Varmus, Fauci, Landis, Gibbons— 
and to talk about the 2015 budget for the NIH. I am a Yankees 
fan, and so I will transpose this phrase. It used to be when it was 
DiMaggio and the rest of the folks, it was Murderers Row, but I 
would say that this is a savior’s row that we have here this morn-
ing. So thank you so much for your insights, for your expertise, for 
all that you do every single day in saving lives. And you push the 
frontiers of medical science. 

You all do know that I am a cancer survivor. It is 28 years actu-
ally this month, March, cancer free, and I am here by the grace of 
God and biomedical research and the work that you do. So I am 
in awe of what you do. The work supported by NIH saved my life 
as it has saved countless other lives. So as we discuss the issues 
today, I hope the subcommittee will not just look at the budgetary 
costs of NIH programs, but also the huge costs to our health, our 
society, and our economy, and even to knowledge itself if we fail 
to invest in health research and disease prevention. 

The simple fact is the scientific and medical breakthroughs sup-
ported by NIH have allowed millions of Americans, myself in-
cluded, to live happier and healthier lives. Because of this life-sav-
ing research, we have seen dramatic reductions, as the chairman 
pointed out, in heart disease, stroke fatalities. The 5-year survival 
rate for childhood leukemia has risen to 90 percent. Fewer than 50 
babies are born with HIV a year in America. We now have a cer-
vical cancer vaccine. 

NIH has given us all of this while growing our economy at the 
same time. Every dollar that goes to NIH grants results in $2.21 
of local economic growth. It is over a 100 percent return on the in-
vestment. Discoveries arising from NIH funded research are the 
foundation for our entire biomedical industry. That vital sector ex-
ports an estimated $90 billion in goods and services annually. It 
employs one million U.S. citizens with wages totaling an estimated 
$84 billion. 

Just consider the economic benefit of one NIH supported re-
search initiative. Our $4 billion investment in the human Genome 
Project spurred an estimated $796 billion in economic growth from 
2000 to 2010. It is a 141-fold return on our investment. I cannot 
say enough to you, Dr. Collins. Congratulations on the triumph. 
And I do not want to even think of what we would be doing and 
where we would be without the Genome Project. 
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Given the priceless value of better health and longer lives for so 
many Americans, as well as the amazing rates of return, ensuring 
that the NIH is adequately funded should be a fundamental pri-
ority for this subcommittee. It is why we came together in a bipar-
tisan way to double the NIH budget 15 years ago. And yet recent 
budget policies have been shrinking NIH. Its total funding is now 
$700 million less than it was before sequestration, $1.2 billion than 
it was just 4 years ago. Only 58 percent of the deep sequester cuts 
were restored in the 2014 budget. 

When adjusted for increasing costs of medical research, NIH has 
lost more than 19 percent of its purchasing power since 2005, and 
here again, NIH is being forced to do less with less. And if our allo-
cation is not increased, it will be much harder to do right by the 
NIH and all of our other priorities moving forward. The cuts have 
a direct, devastating impact on innovative medical research that 
saves lives, that boosts our economy. 

NIH estimates that it will be able to support over 2,000 fewer re-
search project grants in 2014 than it did in 2012, and over 5,000 
fewer grants than in 2004. Ten years ago, NIH was able to fund 
almost 1 out of every 3 applications for research grants. Now that 
‘‘success rate’’ is down to less than 1 in 5. Understand the loss. 
Cutting medical research is an incalculable loss: the discovery of 
fundamental knowledge about how we grow, how we age, how we 
become ill. And that may be dramatically slowed down, and so, too, 
may new treatments for the prevention and treatment of disease. 

Biomedical research gives us the gift of life. That is what the 
NIH represents. I hope and I trust that we will keep that in mind 
as we consider how we move forward today. Thank you very, very 
much, Mr. Chairman. And particularly thank you to all of our wit-
nesses this morning. 

Mr. KINGSTON. No passion. 
[Laughter.]
Mr. KINGSTON. Ms. Lowey. 
Ms. LOWEY. Thank you, Mr. Chairman. Thank you, Madam 

Ranking Member. We have been sitting together on this panel for 
a very long time, and I often say to my good friend I feel a little 
guilty. You are coming here to answer our questions and respond 
when you really should be doing so much more important work in 
your individual laboratories, your offices. And we thank you for 
your brilliance and your contribution. Thank you for being here. 

I must say there is no agency that I am prouder to support than 
the National Institutes of Health. My top priority in this sub-
committee is to increase investments in biomedical research. In 
fact, I saw you the other night, Dr. Fauci, at Research America, 
and John Porter spoke. And we remember when he took the lead 
on the other side of the aisle. We worked together to double invest-
ments in biomedical research. 

This has never been a Democrat or Republican issue. We have 
all worked together. Maybe we will do it this year, Mr. Chairman, 
again, and then you can be honored by Research America. It was 
a wonderful, wonderful evening. Years ago we did this. It was, as 
I mentioned, bipartisan, and it substantially increased our invest-
ments. Not only does the NIH’s work lead to future improvements 
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in quality of life, it is also an economic engine with every dollar 
generating 2.2 in economic activity. 

And I recall, Mr. Chairman, those days before we had a budget, 
before we were able to work together. And I spoke to some people 
in some of the labs in our major institutions that are doing re-
search funded by the National Institutes of Health. And they were 
saying those labs are really at a standstill, and a lot of the best 
and the brightest kids were not signing on. They went off to Google 
probably or someplace else in the private sector because they did 
not know when the next grants were coming, and this is really key. 
And I always remind all my friends that investments in the NIH 
is an economic engine as well with every dollar generating $2.21 
in economic activity. 

So if we want to remain a global leader, we must make research 
and development a priority. Germany’s federal investment in 
health R&D has increased by 60 percent since 2005. A number of 
others are accelerating investments. This is consistent with overall 
research and development spending. In the last 10 years, U.S. ex-
penditures as a share of economic output have remained nearly 
constant while China’s has increased nearly 90 percent, South Ko-
rea’s nearly 50 percent. We cannot afford flat budgets that hamper 
innovation.

Mr. Chairman, I had an interesting chat with one of the sci-
entists in my district. It was a small laboratory, three of them, and 
they went over to China just to see what was going on. They were 
offered a laboratory—I do not know if they are as brilliant as any 
of ours—with 45 scientists, a whole equipped lab. And this is what 
China is doing to try to increase their investments in their NIH. 

So, Mr. Chairman, we cannot afford flat budgets. I am in awe of 
the brilliant leaders here today, and I thank you so much for hav-
ing this hearing. I yield back. 

Mr. KINGSTON. Thank you, Ms. Lowey, Ms. DeLauro. Do any 
other members wish to have an opening statement? 

[No response.] 
Mr. KINGSTON. If not, I will go ahead and introduce our very dis-

tinguished panel. Dr. Harold Varmus, who is no stranger to the 
Hill. He is now the director of the National Cancer Institute, and 
a Nobel laureate, and the former director of the NIH. And I guess 
we are skipping around—Dr. Landis—I’m not sure why. Dr. Fauci, 
National Institute of Allergy and Infectious Disease, we are glad to 
have you here. And back to you, Dr. Story Landis, director of the 
National Institute of Neurological Disorders and Stroke, and Dr. 
Gary Gibbons, director of the National Heart, Lung, and Blood In-
stitute. And, of course, Dr. Collins, Francis Collins, the Director of 
NIH.

We stick with the 5-minute rule here, and so whether you are 
speaking or whether committee members, the clock is blind, and so 
we are going to adhere to that. However, Ms. DeLauro and I find 
that sometimes spilling over that, there are some advantages of it. 
And I would like to ask unanimous consent to just, because I have 
already seen your testimony, and I have to go, as I had explained 
to you earlier, to two other hearings. But if I could ask the com-
mittee for unanimous consent to cross examine the witness before. 
I just want to have a question. Are we okay with that? 
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HUMAN GENOME DEMONSTRATION

Do you have the human genome demonstration in your pocket 
that you sometimes carry? 

Dr. COLLINS. I do. 
Mr. KINGSTON. I did not see that in your testimony. I am ex-

tremely happy that you brought that. And maybe before I leave, 
you can explain—that is not in your testimony. 

Dr. COLLINS. It is not because there is so much that I could say. 
Mr. KINGSTON. Okay. Well then, this is my unanimous request 

to the committee. Could you explain that because that is the kind 
of see and tell thing members of the public need to know about. 
And so, before I leave, I would like you—and this will not count 
against your 5 minutes. 

Dr. COLLINS. Would you prefer that I do that first or give the 
statement?

Mr. KINGSTON. I would love to hear it now because I am very ex-
cited about it, and I am sure Rosa and Ms. Lowey have seen it, but 
I do not know if the rest of you all have seen this. And he is not 
going to say this, but he was actually the one in charge of the 
project that mapped the human genome. 

Dr. COLLINS. And, Mr. Chairman, that was an amazing ride, I 
can tell you, to have the opportunity to oversee an effort, which 
when it was first started in 1990, many people thought was a little 
bit too ambitious, and maybe not something that could be achieved 
in a 15-year period. But we did it. In fact, we got that project done 
ahead of schedule and under budget, and I am glad to say with 
Federal funds involved. And you already heard the way in which 
this has paid off economically with 141-fold return on that invest-
ment in terms of what has happened since 2003. 

But one of the things that has happened is this continued amaz-
ing set of advances in the technology, much of which has been 
stimulated by a grants program through the Genome Institute at 
NIH to try to encourage people to come up with ever-faster, cheap-
er, better ways to do DNA sequencing. And that has gotten us in 
the space of this 10-year period from the cost of a human genome 
running at about $400 million now to this year an announcement 
by one of the companies that is making these machines built upon 
NIH technology that they can do it for $1,000. And that has been 
sort of this mythical goal that you would get to the $1,000 genome, 
and 2014 seems to be the time where that has happened. 

This particular gadget I am holding is a DNA sequencing ma-
chine that uses very micro-scale technology, as you can imagine, 
and allows you to sequence a complete human genome in the space 
of about 2 and a half days. This fits into a larger machine that ac-
tually does the read out, but this is it. You put the DNA sample 
in. You add re-agents to these ports, the chemical, and enzymatic 
reactions are carried out. The letters of the DNA code, A, C, G, and 
T, are read out, and there you have it. 

Imagining going from sequencing machines the size of a phone 
booth or even bigger to this is, I think, a wonderful testimony to 
American ingenuity and to the opportunity for the Federal govern-
ment to be really entrepreneurial to make these kinds of things 
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happen in partnership with the private sector and all that they can 
do to make those dreams happen. 

So thank you for asking about it. It is a great story to be able 
to tell. 

Mr. KINGSTON. Thank you, and I yield back. And you may begin 
your testimony. 

SUMMARY STATEMENT OF DR. FRANCIS COLLINS

Dr. COLLINS. All right. Thank you. Well, good morning again, 
Chairman Kingston, Ranking Member DeLauro, members of the 
subcommittee. And I am not going to read my written testimony, 
but a shortened version of it. 

It is a great honor to appear before you. This panel has a long 
history of supporting NIH’s mission to seek fundamental knowl-
edge and apply it in ways that enhance human health, lengthen 
life, and reduce suffering. NIH and millions of patients are truly 
grateful for your leadership. 

First, my colleagues and I would like to thank you for the recent 
Fiscal Year ’14 Omnibus Appropriation for NIH. This subcommittee 
came together in a bipartisan way to reverse the downward spiral 
of support for NIH that has cost us almost 25 percent of our pur-
chasing power for research over the last 10 years. While difficult 
trade-offs made it impossible to reverse completely the devastating 
effects of that sequester, we are gratified it was at least possible 
to turn the corner this year. 

Thank you also for holding this hearing today. Indeed, the future 
of biomedical research, the title of this hearing, has never been 
brighter. And my colleagues and I look forward to discussing a few 
of the many opportunities that lie ahead. 

In recent years, we have made tremendous strides in our under-
standing of human disease. Basic science has led the way. Ad-
vances in genomics, proteomics imaging, and other technologies 
have led to the discovery of more than a thousand new risk factors 
for disease and biological changes that may serve as future thera-
peutic targets. 

But still, we must do more than aim to just understand disease. 
We must find new ways to treat and prevent it. As just one exam-
ple, NIH-funded scientists are well on their way to developing a 
universal influenza vaccine. Such a vaccine would not only elimi-
nate the need for an annual ’flu shot, but would also provide pro-
tection against outbreaks, like the H5N1 and H7N9 events in 
Southeast Asia that are causing considerable concern right now. 

Another major challenge is exploring what has been called biolo-
gy’s final frontier, the most complicated structure in the known 
universe, the human brain with its 86 billion neurons. As you 
know, NIH is leading the brain research through advancing inno-
vative neurotechnologies—that is an acronym, BRAIN Initiative— 
and we are grateful for your support. This initiative will provide 
a foundational platform for major advances in Alzheimer’s disease, 
autism, schizophrenia, traumatic brain injury, epilepsy, and many 
other brain disorders. 

A third area of scientific opportunity I want to highlight today 
involves one of our Nation’s biggest killers, cancer. Until recently, 
our weapons for attacking cancer have been largely limited to sur-
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gery, radiation, and chemotherapy, all of which can be effective, 
but carry risks. Recent advances have given us insights into the in-
tricate workings of the cancer cell using genomic tools, for instance, 
and a whole new generation of targeted therapeutics is emerging, 
ushering in an era of individualized precision medicine. 

Furthermore, and this is very hot stuff, we figured out a way to 
harness the body’s own immune system to fight this dreaded dis-
ease. In one of those new approaches, certain types of immune 
cells, called T-cells, are collected from cancer patients and engi-
neered to produce special proteins on their surface. When these en-
gineered T-cells are infused back into patients, they have the power 
to seek and destroy cancer cells. 

Now, knowing how to turn T-cells into little Ninja warriors re-
quired big investments in basic biomedical research over more than 
a decade. But promising results in both adults and children with 
leukemia led Science magazine to name cancer immunotherapy as 
the 2013 breakthrough of the year, not just for the U.S., for the 
whole world; not just for biomedical research, but for all of science. 

One patient who volunteered for this experimental therapy is 
Doug Olson of Pipersville, Pennsylvania. Doug was diagnosed with 
chronic lymphocytic leukemia at the age of 49. After four rounds 
of chemotherapy over more than a decade failed to induce remis-
sion, his only option was a bone marrow transplant, a risky proce-
dure with a 50 percent success rate. But then Doug heard about 
a clinical trial of cancer immunotherapy at the University of Penn-
sylvania, and he signed up. The therapy was administered. Within 
days several pounds of cancer cells had melted away. Three weeks 
later researchers could detect no sign of leukemia in his blood. 
Today, more than 3 years later, they still cannot find it. 

From the standpoint of both the scientific and human perspec-
tives, that is truly amazing. And Doug is back to living life to the 
fullest. If you look over here you will see that he is even running 
a half marathon with his son. That is Doug in the white tee shirt 
on the right. 

[The information follows:] 
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I believe there are many more stories like Doug’s on the horizon. 
Our Nation has never witnessed a time of greater promise for ad-
vances in medicine. With your support, we can realize our vision 
for accelerating discovery across the vast landscape of biomedical 
research from basic scientific inquiry to human clinical trials. 

The National Institutes of Hope is ready to move forward, so 
thank you for your support of NIH. My colleagues and I welcome 
your questions. 

[The statement of Francis S. Collins, M.D., Ph.D. follows:] 
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Mr. HARRIS. [Presiding] Thank you very much, Dr. Collins. And 
I am humbled to chair the hearing with such an esteemed panel 
as I think the ranking member has said. And I could listen forever 
to that. You know, it has been 10 years since I have been in a lab-
oratory.

Dr. COLLINS. Come on back. 
[Laughter.]
Mr. HARRIS. Well, no, I can come in, but I do not recognize any-

thing that is there. You know, as I tell people, when I was deliv-
ering obstetric anesthesia, of course, you know, narcotics were part 
of the delivery. We could never understand, like, why some women 
needed more, some women needed less. And, you know, I think ge-
netics are going to actually play a role, going to make the field that 
I was in much safer when we look to how to deliver things world-
wide, make it safer worldwide, not just the United States. 

So I am going to open the questions, and my first is a great deal 
of concern because I do think that the NIH is the engine of bio-
medical basic and early translational research, and that is what it 
ought to be. And, you know, we have had this conversation. That 
is what I think the focus ought to be. 

THE PRESIDENT’S BUDGET

So I am very concerned about what the President’s budget does 
to it because, you know, the Secretary was here last week saying— 
or I guess 2 weeks ago—saying that the budget ‘‘reflects the Ad-
ministration’s priority, the NIH budget, to invest in innovative bio-
medical and behavioral research that advances medical science 
while stimulating economic growth.’’ And says that you can show 
that because there was an increase of $211,000,000. 

But when you go to the strategic goals sheet for your budget that 
says what are the various strategic goals—and it is to strengthen 
healthcare, advance scientific knowledge and innovation, advance 
the health and safety and well-being of the American people, and 
increase in efficiency in HHS—the advanced scientific knowledge 
and education line actually was cut by a $1,000,000,000, a 4 per-
cent cut. And the money was redistributed to emphasize primary 
and preventive care linked with community, which went from 
$1,000,000,000 to $1.6 billion, and ensure program integrity and 
responsible stewardship of resources, which went from 
$1,000,000,000 to $1.5 billion. 

So, in fact, although the Secretary said the Administration’s pri-
ority is to invest in innovative biomedical research, there was a 4 
percent actual dollar cut. We are not counting for inflation. So I am 
going to ask you, Dr. Collins, what is emphasized primary and pre-
ventive care linked with community because I do not even under-
stand what that is, much less why it took $600,000,000 out of ad-
vancing scientific knowledge and innovation. Could you enlighten 
me on this? I do not even know what that means. 

Dr. COLLINS. Well, Dr. Harris, thanks for the question. And I am 
not quite sure exactly what this means either because this is a very 
high level representation of budget priorities put together at the 
Department level. Certainly at NIH’s level, we have our own very 
clear ideas about how to try to make the most of the budget that 
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has been proposed for Fiscal Year ’15, recognizing that because of 
the Ryan-Murray envelope, it is going to be quite constrained. 

Mr. HARRIS. So do you believe that we should be taking 
$1,000,000,000 out of advanced scientific knowledge and innovation 
and putting more than half of that billion into emphasize primary 
and preventive care linked with community. I have been in the 
medical field for a few years. I do not understand what that is. I 
do not understand what the NIH is doing with that. So you may 
have to get back to me. 

Now, the other one is increase efficiency, and this is the NIH. 
This is from the budget document we got. One category is ‘‘increase 
efficiency, transparency, and accountability of HHS programs.’’ I 
am assuming they are talking about the NIH. ‘‘Ensure program in-
tegrity and responsible stewardship of resources,’’ goes from 
$1,000,000,000 to about $1.6 billion. Again, you know, if the Ad-
ministration said, okay, let’s put another $2,000,000,000 into ad-
vanced scientific knowledge and we will spend a little more here. 
But they did not. They redistributed it. 

What in the world is ‘‘ensures program integrity and responsible 
stewardship of resources?’’ I mean, I just do not understand. Have 
you seen this document? 

Dr. COLLINS. I confess this is not a document that I have paid 
much attention to, Dr. Harris. 

Mr. HARRIS. Thank goodness because if you pay attention to this, 
you are taking $1,000,000,000 out of cancer research and the 
genomics research that you are doing. And, you know, it is of grave 
concern to me that that decrease is occurring. 

Dr. COLLINS. Well, let me say that I think, in general, the De-
partment has been recognizing the fact that the NIH as a scientific 
agency is in the best position to be able to decide what the prior-
ities should be in the face of a given budget allocation. 

Mr. HARRIS. So you believe you will not have to comply with 
these strategic goals. 

Dr. COLLINS. I am not sure exactly how those goals would be de-
fined if one had to put a definition on it. But as—— 

Mr. HARRIS. That makes two of us because I do not know what 
this means. 

Dr. COLLINS. Yes, this does not seem like it overlaps particularly 
well.

Mr. HARRIS. Now, even if we took that aside with the tap. You 
know the tap increase is proposed to be $150,000,000 more coming 
from the NIH going into whatever, non-NIH things. Well, I am 
sorry, I think you have National Library of Medicine there. And I 
will follow up in another round, but that only leaves a $50,000,000 
increase. And again, it appears all that increase goes to these other 
things besides—I mean, again, this is striking to me, a 
$1,000,000,000 cut. I am just shocked by it. Anyway, but thank you 
very much. 

Ms. DeLauro? 
Ms. DELAURO. Thank you. Thank you very much, Mr. Chairman. 

Since, Mr. Chairman, you are going to talk about evaluation taps 
in a different round, I would be happy to address that issue in a 
different round as well. So let me move to a question that I have. 
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INCLUSION OF WOMEN IN CLINICAL TRIALS

Dr. Collins, 20 years ago, Congress passed the NIH Revitaliza-
tion Act of 1993, directed NIH to conduct research on diseases and 
conditions that primarily affect women, and required an appro-
priate number of women and minorities to be included in all NIH- 
sponsored clinical trials. We worked very, very hard on that, and 
I worked with my colleague, Mrs. Lowey, again in a bipartisan way 
to do that. 

NIH guidelines now, as I understand it, with limited exceptions, 
require women to be included in phase three research trials. Unfor-
tunately, the guidelines do not require female cells or animals to 
be included in phase one and two of clinical research. In phase- 
three trials, females are not represented proportionately to the dis-
ease prevalence. The first step toward personalized medicine is 
having a better understanding biological sex and gender dif-
ferences. Regrettably, we still have a lot of work to do in that re-
gard.

Cardiovascular disease, the leading killer of women in the U.S., 
affects men and women differently at every level: prevalence, un-
derlying physiology, risk factors, presenting symptoms, outcomes. A 
2009 review of cardiovascular disease device clinical trials found 
that only one-third of trial subjects are female, fewer than 31 per-
cent of the trials that included women reported outcomes by sex. 
True about depression. American women are twice as likely as men 
to suffer from depression, yet fewer than 45 percent of animal stud-
ies on anxiety and depression use female lab animals. 

Questions. Percentage of NIH basic research in phases one and 
two of clinical research that includes female representation. What 
do you perceive as barriers to increasing female representation in 
the research so it is proportional to disease prevalence? What can 
Congress do to help you facilitate increasing female representation 
in basic research in phases one and two of clinical research? 

I will mention the brain piece as well at the moment because 
very, very exciting development in research what you are doing 
here. Will the BRAIN Initiative be mapping a male brain and fe-
male brain? If not, why not? How will the BRAIN Initiative data 
be collected, analyzed, and made available? 

I really want to get to the questions that have to do with the re-
search and the involvement of women. 

Dr. COLLINS. Great. Thank you for the question, and I will give 
a quick response and maybe ask Dr. Gibbons to say a quick word 
about cardiovascular disease and Dr. Landis about the brain. 

But first of all, we do keep track of participation in clinical trials, 
males and females. Currently in Fiscal Year ’13, 57 percent of 
those enrolled in NIH clinical research were women; 73 percent of 
those involved in phase three clinical trials, phase three trials, 
were women. So we are responding to the very serious issue that 
was pointed out 20 years ago by the Congress about the fact that 
women were, in fact, not involved. And thank you, Mrs. Lowey, and 
thank you, Senator Mikulski, and others who brought that to our 
attention, of course, leading to the Women’s Health Initiative and 
many other issues. 
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But we have not achieved a perfect outcome. The recent informa-
tion about dose differences for Ambien, for instance, raises that 
question again. And, of course, we do not control the sex represen-
tation in trials that we do not fund. 

I would say in terms of animal models, you have a serious point 
there that oftentimes those who are working with animal models 
choose to use males, and the reasons for that are not compelling. 
They are reasons about estracycles that are considered to be vari-
ables, but, in fact, we need to do something about that. 

Dr. Janine Clayton, who is the head of the Office of Research on 
Women’s Health, and I are actually going to submit very soon a 
commentary exhorting the animal models folks to change this prac-
tice because we are missing out on information we need to have. 

Very quickly, Dr. Gibbons, about cardiovascular disease. 
Dr. GIBBONS. Well, certainly the NHLBI has had a long tradition 

of inclusion in its research projects. Indeed, the iconic Framingham 
study back in 1949 included both men and women, and that has 
been true of all of our cohort studies that represent diverse parts 
of our population. And certainly, with the lead of the Women’s 
Health Initiative, which is a game-changing clinical trial involving 
women, we have other studies looking at coronary disease in 
women, the Wise study, for example, to show the different sort of 
pathobiology of that disease in that group. 

Similarly, we continue to enhance awareness among women that 
indeed it is the leading cause of death, five-fold greater than breast 
cancer. So we are very much engaged in ensuring that we have an 
impact on women’s health. 

Dr. LANDIS. So the BRAIN Initiative—— 
Mr. HARRIS. They may have to wait until the next round. Keep 

your thoughts. Hold your thoughts, Doctor. 
Ms. Roby. 

REPRODUCIBILITY OF RESEARCH FINDINGS

Ms. ROBY. Thank you all for being here today. Dr. Collins, I was 
pleased to see that NIH is emphasizing the importance of experi-
mental rigor and transparency of reporting of research findings in 
order to increase the ability for other scientists to replicate that re-
search. And we can all surely agree that ensuring public trust and 
integrity of the scientific enterprises requires rigor, reporting, and 
accountability.

Last year, an article in the Washington Post made assertions 
that according to the National Academy of Sciences, that the per-
centage of scientific articles retracted because of fraud increased 
ten-fold since 1975. I understand the redactions are higher than 
the number that are reviewed and referred to the HHS Office of 
Research Integrity and eventually pursued last year. 

NIH has the authority to require repayment for the cost for ma-
terial violations of the cost principles and other terms and condi-
tions of NIH-funded awards. How many times in the past 5 years 
has NIH actually used that authority for any research? And if so, 
you know, based on that number of times, how much was required 
to be repaid and then actually repaid to the Federal government? 

Dr. COLLINS. So, Ms. Roby, it is a very important, and we are 
obviously deeply concerned if we encounter situations where fraud 



328

has been perpetrated in the publication of science because science 
is all about determining the truth and making sure that one is 
completely objective about reporting that. 

I will have to answer for the record your question about how 
many times NIH has had the opportunity to recover funds as a re-
sult of a claim or a conviction of the conduct of fraud by an investi-
gator. Obviously the Office of Research Integrity, which is part of 
the Department of Health and Human Services, oversees those in-
vestigations, and they report publicly on when they have identified 
an individual who is often then disbarred from further research ap-
plications for a period of time. But I do not know the total dol-
lar——

Ms. ROBY. If you would get that to me, I would appreciate having 
that information. Does it apply to intramural researchers as well? 

Dr. COLLINS. I do not know of an example where there has been 
a cost recovery from intramural, but I will find out for you. 
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Ms. ROBY. That would be great, too. And in your January 2014 
Nature article, you stressed that poor training is the problem for 
the increased lack of scientific integrity. And so, how did you ascer-
tain that conclusion, and do you have data to support that? 

Dr. COLLINS. So let me make a really clear distinction here be-
tween what we would consider as committing scientific fraud, 
which is an intentional misrepresentation of the truth, versus an 
issue where a published paper cannot be reproduced by another 
group, and there are all kinds of reasons why that might be—dif-
ferent conditions, different strain of animal, different buffers, all of 
the things that you can imagine would make it hard to reproduce, 
and yet, the intentions of the investigation were completely honor-
able. I would not call that a breach of scientific integrity. That is 
a problem with somehow the way in which studies are designed or 
reported. Are the details all there? 

The article that Dr. Tabak and I wrote in January was really 
about this issue of reproducibility because it is terribly wasteful to 
have a study published, and then it turns out that it cannot be re-
produced. And in that instance, one of the problems that we discov-
ered is very much a reality, is that many of the scientists who are 
doing particularly animal studies where they are testing a new pos-
sible therapeutic have not had the training in terms of how to de-
sign that kind of study. How many animals should be used, male 
and female? Should they be blinded to the investigator in terms of 
which animal got the treatment and which did not? Are the statis-
tics being done in the most rigorous way? 

It is clear that some of those studies have not lived up to those 
kinds of principles, and that is the training that we are aiming to 
try to introduce into the system. 

RIGOR AND TRANSPARENCY OF REPORTING

Ms. ROBY. Okay. Real quickly—my time is running short—can 
you highlight for me in your 2015 budget request where you will 
stress the importance of experiment rigor and transparency of re-
porting these research findings, and how will that success be meas-
ured?

Dr. COLLINS. So we will be introducing a training program for 
graduate students and post-doctoral fellows to improve the rigor in 
these kinds of analyses. We will be tracking then to see what, in 
fact, are the consequences in terms of the ability to reproduce ex-
periments. Many of the institutes have initiated pilot projects on 
their own in this area of reproducibility. We have quite a long list 
of those. We will be evaluating those to see which ones worked, and 
then trying to expand the ones that seem most successful. 

Ms. ROBY. Thank you. My time has expired. 
Mr. HARRIS. Ms. Lowey, the ranking member? 
Ms. LOWEY. Thank you, and welcome again. And before I get to 

a question, I just want to follow up on my colleague, Rosa 
DeLauro’s, comment because when I got on this committee, as was 
said, 20 years ago, I was alarmed to find out that only male lab 
rats were used in research. So I kind of assumed this was straight-
ened out, and I do hope you get back to us in response to the letter 
we sent because this is so important in terms of the research you 
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do and the real life clinical trials that are taking place. So I thank 
you.

Dr. COLLINS. Yes, we will get that letter to you. 
[The information follows:] 
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VACCINATION RATES

Ms. LOWEY. I want to ask you to comment—I think it is Dr. 
Fauci—that in recent days there has been at least 20 confirmed 
cases of measles in New York, including nine in children. Only 
three of the 11 infected adults had records proving they were vac-
cinated. This outbreak does highlight to me what happens when in-
dividuals choose to not use vaccine. And I think it is very impor-
tant to see if they are choosing it out of ignorance, poverty, not 
having the information, not be encouraged, or not choosing it be-
cause of some—which have been proven false by you—claims, such 
as thimerosal, et cetera, causing autism. 

Can you tell us what are you doing to increase vaccination? If 
you can clarify that. 

Dr. FAUCI. Well, first of all, let me just clarify the incident and 
the experience that you are referring to in New York. You are abso-
lutely right on the numbers that you gave. It has been our experi-
ence when we do surveys that the individuals who do not get vac-
cinated are not vaccinated because of an unfounded fear of adverse 
events associated with vaccines that are either completely non-ex-
istent or are so rare that they barely register when considering the 
risk-benefit ratio. 

People forget measles, and that is one of the issues where you 
are a victim of your own success. I got measles when I was a child, 
and my sister got measles. At that time, before the availability of 
the measles vaccine in 1963, we had about four to five million cases 
a year in the United States with 500 deaths, 48,000 hospitaliza-
tions, and a thousand children per year with chronic disabilities 
due to measles. 

When the measles vaccine came out, with great enthusiasm peo-
ple wanted their children vaccinated because they had a memory 
of the devastating effect of the disease. What happens when you 
have a triumphant public health success as we have had with mea-
sles elimination is that people forget because they do not have the 
corporate memory. And then when you have that insidious 
disinformation about the adverse events of measles vaccine being 
worse than the disease, then you unfortunately have mothers who 
read or hear that disinformation and do not have their children 
vaccinated.

So we must remember that one of the most successful extrapo-
lations of basic research to a defined intervention is vaccination. 
And a good example, Ms. Lowey, is that in the United States we 
are down to 90 percent of people vaccinated. That is not good 
enough. In the UK, they are down to 80 percent. And the United 
Kingdom has frequent outbreaks of measles, more than just 20 
children at a time, often hundreds of individuals at a time. 

The measles vaccine is 99 percent effective when you get it with 
the first dose at 12 months and the second dose at 4 to 6 years. 
It seems such a shame and a tragedy for those children who get 
infected with a disease that could have dire consequences because 
of disinformation and misinformation about vaccines. 

Ms. LOWEY. So we have to do more to get the word out. Okay. 
Now, let me just say I am pleased that the budget deal allowed us 
in Fiscal Year 2014 to restore some of the damage done to the NIH 
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by sequestration. But as you know, we were not able to fully re-
place the cuts, and instead fell short by a little more than 
$700,000,000. Your budget for 2015 includes a small increase of 
$200,000,000. This is far below the level that we need to be invest-
ing in biomedical research. 

ADDITIONAL ACTIVITIES W/ADDITIONAL RESOURCES

So in the little time that is left, who would like to tell me what 
sort of research activities that the NIH could be pursuing if addi-
tional resources were available? 

Dr. COLLINS. Well, goodness. In the little time available, there 
must be hundreds of things from cancer to diabetes to heart dis-
ease, infectious diseases, the BRAIN Initiative, autism, Alz-
heimer’s. All of these are areas where we have great research po-
tential, but we are not going as fast as we could. 

Ms. LOWEY. Okay. That red light is a red light to make it clear 
we have to invest more in the NIH, right, Doctor? 

[Laughter.]
[The information follows:] 
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Mr. HARRIS. And submit the rest for the record. Mr. Joyce. 

COPE: THIRD LEADING CAUSE OF DEATH

Mr. JOYCE. Thank you, Chairman, Dr. Collins. And perhaps this 
is best to address to Dr. Gibbons. But with COPD being the third 
leading cause of death in the United States, I understand the Na-
tional Heart, Lung, and Blood Institute is the leading body to ad-
dress this disease. We must develop more precise, personalized, 
and effective therapies to preempt chronic disease. Please describe 
the work that you are doing on COPD and the impact of that work 
on public health. 

Dr. GIBBONS. Thank you, Congressman. One more time, okay. 
Thank you for that question. As you pointed out, COPD is a major 
burden on the American people, a leading cause of death and dis-
ability. And it is an area in which there is still much to be learned 
by further research. 

It is also an area in which there is great promise for more per-
sonalized precision medicine. When I was in my training, we just 
had a very crude notion of this chronic lung disease. But now with 
the advances in genetics, we are starting to have an appreciation 
for the various subtypes of this disorder in ways of identifying the 
actual biological pathways that promote it. 

For example, the recent discovery of this MUC5B gene that ap-
pears to play an important mediator role and an appreciation now 
for the role of the immune system in its pathogenesis. And that is 
providing an opportunity for us to intervene and identify patients 
at greatest risk and get the right drug to them at the right time 
in ways that can change that natural history. 

INVESTMENT IN AGGRESSIVE CANCERS RESEARCH

Mr. JOYCE. Thank you. Dr. Collins, if you will, a number of Fed-
eral bills recently introduced target specific funding for diseases 
such as breast cancer and pancreatic cancer. What is the optimal 
appropriation level, and who should we best look to to decide the 
level of funding to better invest in aggressive cancers that we have 
not made significant progress in reducing the incidents of or mor-
tality of the disease, such as pancreatic cancer, glioma, or small 
cell lung cancer? 

Dr. COLLINS. I appreciate the question. I am going to ask my col-
league, Dr. Varmus, to say something about this since he oversees 
the cancer research effort. I guess the overarching principle, there 
are so many needs for research across many diseases, including all 
the subtypes of cancer, that it does make us somewhat uneasy if 
there is a top-down effort to try to identify one as being more im-
portant than the other as opposed to looking at the scientific oppor-
tunities and the public health need. But I will ask Dr. Varmus to 
speak.

Dr. VARMUS. Thank you for the question. The legislation we are 
responding to does not give us a specific number for the amount 
we should be spending on these diseases. Instead, what it proposes 
is something that is very dear to the heart of most NIH Institutes, 
and that is to take a problem against which we are not making 
rapid progress, bring people together from various fields that im-
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pinge on that problem, and try to come up with some new sugges-
tions for things to do. 

In the case of the Recalcitrant Cancer Act that was passed a year 
and a half ago, we were asked to do this specifically for certain dis-
eases that meet certain public health criteria. And we have already 
submitted to Congress a report on pancreatic ductal adenocar-
cinoma, in which we outlined four important things, some of which 
we had already started, some of which we had in our distant 
sights, a couple of which were new as a result of the workshop. 

For example, we have built a new program to study one gene, 
which is implicated in over 95 percent of pancreatic 
adenocarcinomas, a project we are carrying out at the Frederick 
National Lab in Frederick. Secondly, we are emphasizing more a 
topic that Dr. Collins introduced, the use of immunological thera-
pies in pancreatic cancer. Third, we are making note of an impor-
tant new observation about the frequency with which pancreatic 
cancer is diagnosed after a diagnosis of diabetes mellitus, type 1. 
And we are also taking advantage of some new risk factors we had 
not previously appreciated that come from both genetics and from 
pathology with the appearance of cysts in the pancreas. 

So those are projects, some new, some sort of new, that we are 
pursuing more aggressively without worrying about the actual dol-
lars, but worrying about these tasks and trying to find people to 
pursue them. 

Mr. JOYCE. I for one certainly hope you succeed, Doctor. I yield 
back.

Mr. HARRIS. Thank you very much. Ms. Lee. 
Ms. LEE. Thank you very much. And let me once again reiterate 

everyone’s real appreciation for the work that all of you do each 
and every day. It really is about not only saving lives, but enhanc-
ing the quality of life for each and every one of us. 

I just wanted to mention a couple of things. I have a mother who 
is 89 with COPD. And I have recently learned that COPD is the 
third leading cause of death in the Nation, and that is one issue 
I would like to ask Dr. Gibbons about in terms of the latest re-
search as it relates to chronic, obstructive pulmonary disease. That 
is one issue. 

MINORITY RESEACHERS

Second is in terms of the minority researchers at NIH, in 2011 
NIH—and thank you very much for that, Dr. Collins—you commis-
sioned a study which showed that minority researchers receive 
fewer of the R01 grants than their counterparts, which is an issue 
that we continue to raise with NIH. So I was pleased to see that 
you announced the funding for the new Enhancing the Diversity of 
the NIH Funded Workforce Program. And I would like to just get 
a status of these new programs, what the funding level is in the 
budget that you have requested, and what the subcommittee can 
do to support that initiative. 

Also I wanted to ask, yes, I guess, Dr. Collins, you being the per-
son to know about this issue around the National Institute of Mi-
nority Health and Health Disparities as it relates to the, well, the 
fact that it did not receive an increase where the other institutes, 
I believe, received somewhat of an increase. The fact that minority 
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health disparities continue to be a big issue, you know, to me war-
rants a larger increase in its budget to ensure that the work is 
completed or at least is on par with the other institutes. 

So I am wondering what happened and what the decision was 
not to ask for an increase in funding for the Minority Health and 
Health Disparities Institute. 

CHRONIC OBSTRUCTIVE PULMONARY DISEASE

Dr. GIBBONS. With regard to chronic obstructive pulmonary dis-
ease, as you mentioned, a very common disorder, it is clear that the 
NIH over the years has done a number of intervention trials to 
change the natural history, documenting the importance of pro-
viding oxygen therapy, for example, and improving care options 
that include bronchodilators, antibiotics, and so forth. 

More exciting is the work in the COPDgene study that is really 
helping us to dissect out the different subsets of patients most like-
ly to respond to those therapies. And indeed, a recent study is 
using imaging techniques, finding out who is at greatest risk for 
the progression of the disease. And it is the identification of these 
particular high risk groups that will be critical for us changing that 
natural history. 

Ms. LEE. The cessation of smoking, of course, is the number one 
preventive behavior change. 

Dr. GIBBONS. Absolutely. 
Ms. LEE. Also in terms of just the third leading cause of death, 

that is a fact. I mean, when I conducted the research for this hear-
ing, I did not know that. I mean, I know the disease from a prac-
tical standpoint, but I had no idea. 

Dr. GIBBONS. It is a very common disorder predisposed by expo-
sure to tobacco smoke, as you mentioned. But even after the indi-
vidual stops smoking, there is often a continual inexorable decline 
of lung function. We are still trying to understand why that is. And 
so, although we want smoking cessation, it will be critical to under-
stand how the lung can better repair itself. 

And so, indeed there is basic science discovery work being done 
to actually put lung cells on a chip so we can understand more 
about the biology of the lung and how it responds to a toxin like 
tobacco.

Ms. LEE. Thank you. And still no cure. Dr. Collins? Thank you 
very much, Dr. Gibbons. 

RECRUITMENT AND RETENTION OF MINORITIES

Dr. COLLINS. So this 5-minute rule is brutal, is it not, so let me 
quickly try to respond to your other two very important questions. 
Yes, based upon the extensive work done by a working group of my 
advisory committee to the director, we have a variety of new pro-
grams to try to do something to increase the recruitment and re-
tention of minorities into our scientific workforce. 

The flagship of those programs right now is one called BUILD, 
which aims to try to provide for underrepresented individuals who 
are currently not coming into our workforce in substantial num-
bers, real scientific experiences during the summertime during 
their college years, and also for a year or two after college to see 
if this is a good fit for them before going onto graduate school and 
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a career in science. This program will be combined with another 
program on mentoring because clearly mentoring is in short supply 
for many people who are not from the majority groups. And also 
a careful evaluation program to see what is working and what is 
not.

We are waiting for the applications to the BUILD program to be 
received. They are due coming up in April. We are very excited 
about this program, and we will be spending about $50,000,000 a 
year on this combination of programs, which are quite different 
than anything we have tried before. And we are excited about see-
ing where they lead. 

Ms. LEE. Thank you, Mr. Chairman. Will we have a second go- 
round?

Mr. HARRIS. Yes. 
Ms. LEE. Okay. Thank you very much. 
Mr. HARRIS. Ms. Roybal-Allard. 
Ms. LEE. Thank you. 
Ms. ROYBAL-ALLARD. Dr. Collins, last August, I along with 80 of 

my colleagues in the U.S. House of Representatives sent you a let-
ter expressing our support for NIH funding of social, behavioral, 
and economic research, which is clearly a link to the Agency’s mis-
sion and is essential to understanding the role that socioeconomic 
status plays in the onset, progression, treatment, and prevention of 
disease and disability. And to date we have not received a reply to 
our August letter. 

OPPNET

Also, we continue to hear reports from advocates that health 
economist staff positions at NIH are not being filled when people 
resign, and that fewer institutes are participating in OppNet, the 
only trans-NIH initiative focused on basic behavioral and social 
science research. 

My questions are, is the interdisciplinary research, including all 
the social, behavioral, and economic sciences, still an important 
part of the overall NIH mission? What is the participation level in 
OppNet at this point? And is the NIH consciously attempting to 
downsize the number of staff economists by not replacing positions 
that have been vacated? And if so, why given that NIH support of 
behavioral and social science research has yielded important sci-
entific advances and, in some instances, significant cost savings? 

Dr. COLLINS. Well, thank you for the question. My apologies that 
you have not received a response to the letter that you mentioned. 
That is, quite frankly, an error on our part, and we will be getting 
you that response. I read the letter when it came in. I thought it 
was very thoughtful, but somehow we never quite got into the sys-
tem a response. And that does not usually happen, and it is my 
mistake, and sorry about that. 

Ms. ROYBAL-ALLARD. But we will be getting a letter? 
Dr. COLLINS. You will be getting a letter, yes. And again, it 

should have come much sooner than this. 
[The information follows:] 
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Dr. COLLINS. I would say in terms of NIH’s commitment to be-
havioral and social science research, including health economics, 
that remains strong. We spend $3.5 billion of our budget each year 
in behavioral and social sciences research. We have just heard 
about COPD as an example of how critical it is to try to under-
stand behavior because it does contribute to so many diseases, and 
the ability to come up with better prevention strategies often de-
pends upon that. And they are an exciting set of new ways to ap-
proach this using, for instance, mHealth, the use of cell phones to 
be able to interact with individuals in real time in a way that en-
courages healthy behaviors is something about which we are quite 
excited.

Many other things fit into that space as well, and OppNet is en-
gaged in that space. After all, it is something like 40 percent, and 
maybe as much as 60 percent, of the risks associated with prevent-
able premature deaths in the United States are because of behav-
ioral choices. And if we are going to be responsible stewards of our 
mission here to try to prevent unnecessary death, behavioral 
science has to be part of that. 

In terms of your question about health economics, I am not 
aware of any plan to try to shrink the staffing of that enterprise. 
I would tell you everything is under a terrible squeeze right now, 
as you know. We have lost almost 25 percent of our purchasing 
power for research. That means we have had to cut back in vir-
tually every area. And I am sure all those who are affected by that 
are sure that their area is getting hit harder than the rest, but no-
body is really left untouched by what has been a very difficult 10- 
year period. 

Ms. ROYBAL-ALLARD. Okay. So your commitment remains the 
same then. 

Dr. COLLINS. We are strongly committed to behavioral and social 
science research. 

PANCREATIC CANCER

Ms. ROYBAL-ALLARD. Okay. Dr. Varmus, I want to commend you 
for the timely appropriation of the scientific framework for pan-
creatic ductal adenocarcinoma. As you know, I have had a long-
standing interest in this issue because of the disturbing fact that 
pancreatic cancer has a 5-year survival rate or 6 percent compared 
to the 5-year overall cancer survival rate of 68 percent, and be-
cause treatment options and detection methods for pancreatic can-
cer are extremely limited, as you know. 

You mentioned your report, and that there were at least, that I 
am aware of, four recommendations. One of the recommendations 
is to research the relationship between pancreatic cancer and dia-
betes, which I found very interesting. Will the NCI be issuing a 
funding opportunity announcement in this area? And if so, when 
will that announcement be made, and how much will be the fund-
ing be for? 

Dr. VARMUS. Well, thank you for the question. Yes, one of the 
more interesting discoveries at the workshop was this inter-disease 
relationship which we think—my light is on. Okay. Thank you. We 
have a technical problem here. We need another agency to come in 
and work this out. But one of the more interesting observations 
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that was discussed at the workshop was this apparent relationship 
between type 1 diabetes diagnosis and then a subsequent diagnosis 
of pancreatic cancer. 

One of the things this does, of course, is to narrow the cohorts 
who could be watched to help us in making better diagnostic ap-
proaches to early pancreatic cancer. When you have a small cohort 
of people recently diagnosed with type 1 diabetes, there is a better 
chance of being able to test the many proposals that have been 
made over recent years thanks to other programs to improve early 
diagnosis of all types of cancer in this particular situation, which, 
as you point out, has been a very difficult one because of the posi-
tion of the pancreas in the body and our difficulty in seeing pan-
creatic lesions early. 

We have been in discussion with our colleagues—— 
Mr. HARRIS. Doctor, you are probably going to have to do the rest 

of that answer for the record. I gave you some extra time, but we 
really have to keep going. 

[The information follows:] 
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Dr. VARMUS. Okay. 
Mr. HARRIS. Thank you very much. Mr. Fleischmann. 
Dr. VARMUS. In preparation, we can discuss—we discuss it later. 

Thank you for the question. 
Mr. FLEISCHMANN. Thank you, Mr. Chairman, and to the entire 

group here today. I apologize. We have three subcommittee hear-
ings going on concurrently, and I know many of my colleagues ex-
perience that same dynamic. 

HHS STRATEGIC GOALS

Dr. Collins, I know there has been some discussion about the 
breakout of NIH funds relative to HHS strategic goals, so I apolo-
gize if any of this has already been covered today. But I am very 
concerned, sir, about the apparent $1,000,000,000 shift away from 
scientific discovery and towards ‘‘strengthening healthcare.’’ 

It appears that strengthening healthcare funds are not spent on 
biomedical research or discovery activities as are listed in different 
categories. I believe this category in the HHS strategic plan is 
where HHS focuses its Obamacare and healthcare reform activity. 
Can you assure us, sir, that NIH is not funding any activity rel-
ative to healthcare reform or Obamacare? 

Dr. COLLINS. Well, thank you for the question. This did come up 
earlier in a question from Dr. Harris. And I confessed my puzzle-
ment somewhat with the page that is being referred to in terms of 
how the NIH budget is broken down in these various categories. 
Happy to assure you that at NIH we are taking our budgetary pri-
orities with great seriousness, and the way in which we intend to 
spend dollars allocated to us by the Congress reflects scientific op-
portunity.

We would only, I guess, be said to contribute to something like 
healthcare reform in the sense that we generate data. That is what 
we do. We provide evidence. We do research studies. We do clinical 
trials. We publish the results. And then you can find out from 
those results what works and what does not. But other than that 
connection, sir, we are not part of that enterprise. 

Mr. FLEISCHMANN. Okay. So the answer then is that you can as-
sure us that NIH is not funding Obamacare other than by col-
lecting data. 

Dr. COLLINS. Other than providing a foundation of evidence for 
good decisions in medicine, we are not. 

Mr. FLEISCHMANN. Okay. Thank you. With regard to this funding 
and whatever activities will be funded in this category, how do NIH 
and HHS coordinate multi-agency efforts to avoid duplicating work 
that other agencies are already funded to perform, sir? 

Dr. COLLINS. Well, I appreciate that question. And I spend a lot 
of time as the NIH director trying to be sure that we are making 
the most of those synergies, avoiding duplication, but also finding 
areas of significant possible collaboration where we can go faster. 

As an example of that, Peggy Hamburg, who is the Commis-
sioner of the FDA, and I set up a Joint Leadership Council where 
NIH and FDA meet regularly to look at areas that we can work 
on together. We had a recent meeting of that sort to talk about 
adding microbial resistance and what to do about a growing prob-
lem that both of our agencies have a significant role with. Likewise 
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with the CDC, we have multiple opportunities and multiple inter-
actions, and Dr. Fauci could tell you quite a bit about those as they 
relate to public health and infectious disease. 

And outside of HHS, we have multiple other connections with 
agencies, for instance, with DARPA, the Department of Defense’s 
Advanced Research Project Agency, where we have a joint effort 
right now to develop a tissue chip that can be used for drug toxicity 
testing. Before you ever give a new therapy to a patient, you can 
test it on this chip instead. And I could go on and on. A very impor-
tant part of my job is to be sure that we are looking for those col-
laborative opportunities and making the most of them, and also 
with the private sector. 

Mr. FLEISCHMANN. Thank you, Doctor. Chairman, I yield back. 
Mr. HARRIS. Would you yield me the last of your minute and a 

half?
Mr. FLEISCHMANN. I will yield, Mr. Chairman. 
Mr. HARRIS. Thank you very much. I appreciate that. Let me just 

follow up a little bit with what was—I think the ranking member 
who has left, ranking member of the full committee had asked, 
which is what you could do with that, you know, if your NIH fund-
ing was higher. And I guess we cut you kind off halfway through 
the litany of things. 

I assume that the answer would be exactly the same for what 
you could do with the $900,000,000, the tap that is being requested 
in the President’s budget. I am assuming it is an identical list, 
right? It is just let’s keep on going with the priorities that we have. 
Would that be correct? 

Dr. COLLINS. Sure. Resources could be utilized in a variety of 
ways. Another way that this was formulated in the President’s 
budget is this Opportunity, Growth and Security Initiative, 
$970,000,000, a similar kind of number. We could expand the 
BRAIN Initiative. We could go faster on that. We could do more for 
Alzheimer’s disease research to go faster on that. 

Mr. HARRIS. So whether we would do it by expanding the total 
amount or merely decreasing the amount that is taken away for 
other things, it has the same functional difference in terms of the 
number of research projects you are going to—— 

Dr. COLLINS. We would look at our spendable dollars and make 
the most of what was there. 

Mr. HARRIS. That is what I thought. Thank you, Doctor. Mr. 
Honda.

Mr. HONDA. Thank you, Mr. Chairman, and I want to thank the 
panelists here. I will be brief in my introduction, but I represent 
Silicon Valley, and probably one of the things that we recall were 
the powerful drive of the innovation economy. And, you know, NIH 
currently supports about 45 projects as a total funding level over 
$18,000,000. But there is about $30,000,000,000 in NIH funding 
that goes to medical research at all the facilities, and the payback 
has doubled in our economy across the country. So I guess the log-
ical extension of that is you put more into it, you get more returns 
on it. 

And we talk about NIH turning discovery into health. I am not 
sure where you draw the line when you want to say, you know, are 
we going to apply the things that we learned into our healthcare 
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domain or are we not? That is not a question. It just goes right on, 
and we apply the things that we learn in our healthcare. 

So I think that in terms of money, I think that we should really 
go back to looking at complete sensible budget rather than looking 
at how we do things with lists. And the other one is, make do with 
what you get, and that the position we are in right now, and I real-
ly appreciate that effort. And I think that the message really is 
that we should start looking at our budget in a holistic way so that 
we have a society that is going to benefit from research, develop-
ment, and its application to our quality of life. 

HEPATITIS B AND C

So in that, I have learned a lot of hepatitis B, and I know that 
hepatitis B, the greatest sufferers are Asians. The greatest cause 
of death among Asian Americans in terms of liver cancer are Asian 
American men. And African Americans are more than twice as 
likely to be infected with hepatitis C than the Caucasian popu-
lation. And viral hepatitis is the leading cause of liver cancer, and 
one of the most lethal and expensive and fastest-growing cancers 
in this country. 

So two questions. One is, what is the National Cancer Institute 
doing to ensure that liver cancer is a priority, and that is a money 
question probably. And as a result, you know, with other commit-
ments to research and development we have seen hepatitis C 
antiviral drugs come to the market in recent years with more ex-
pected in the pipeline. So, NIH, what are you doing to ensure that 
research for hep B drugs remain a priority so that we can find a 
treatment and ultimately a cure, because we have achieved that for 
hep C? Hep B we are real close. So I would like to know how you 
are going to arrange your limited resources to that end. 

Dr. COLLINS. Well, we have the right people to answer those 
questions. Dr. Varmus can say something about liver cancer, and 
Dr. Fauci can tell you some exciting news about hep C. 

Dr. VARMUS. Mr. Honda, that is a very timely question because 
the NCI just last week conducted a day and a half workshop on 
liver cancer, which remains worldwide a very important cause of 
mortality from cancer. And as you probably know, we have been 
successful over the years in defining major risk factors for liver 
cancer—hepatitis C and hepatitis B infections, exposure to certain 
toxins in food, like aflatoxin, and recently obesity and diabetes 
have proven to be important risk factors as well. 

The hepatomas, the liver cancers that arise, arise by somewhat 
different pathways. We are making a clear statement that we are 
interested in pursuing more vigorously some of those opportunities. 
I will let Dr. Fauci talk in a moment about the exciting new work 
done to treat hepatitis C virus. There is the prospect in the long 
run of a hepatitis C vaccine. 

One of the things that emerged in our meeting was that although 
hepatitis B vaccine has been available for a long time and actually 
is quite cheap, it is not being used as effectively and as universally 
as many of us had thought. And some studies of why that vaccine 
is not better used need to be undertaken. So we are totally on 
board with your sense that this is a very important cancer against 
which we have important information, and a number of things will 
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be done over the next couple of years to try to ensure that people 
do not think that liver cancer is a solved problem because we have 
a vaccine against hepatitis B and now drugs against hepatitis C. 

Dr. FAUCI. Mr. Honda, thank you for that question because it 
gives me the opportunity to say something that you do not get a 
chance to say very often. The past few years have really been rep-
resentative of one of the more exciting breakthroughs in biomedical 
research, and that is the potential and real cure for hepatitis C. 

We know hepatitis C is a very important problem, as you men-
tioned, 3 million cases per year. The leading cause of liver trans-
plantation in the United States is hepatitis C. The treatment for 
hepatitis C prior to these breakthroughs was a long 48-week treat-
ment with interferon alpha plus ribavirin, which is a very difficult 
drug to take for 48 weeks with a number of toxicities. The cure 
rate ranged from 35–40 to about 70 percent at the most. This dis-
ease disproportionately affects African Americans, particularly in-
dividuals with HIV infection. 

Over the last few years, what are called direct acting agents, 
namely agents that are directly targeted against hepatitis C, have 
gone to the point with clinical trials—many of which have been in-
volving the NIH, including the basic science—where we have 
moved to what we call interferon-free regimens using direct-acting 
agents. The recent data in a flurry of papers that came out in mul-
tiple journals, show that the cure rate even with the most difficult 
infections, type 1C and others, even in people with advanced dis-
ease, has gone up to anywhere between 85 and 95 percent. 

Mr. HARRIS. Dr. Fauci, on that good news, I am going to cut you 
off. We could listen all day to the wonderful cures, and they really 
are, that are coming out. I recognize the vice chair, Mr. Womack. 

Mr. WOMACK. Thank you very much, and thanks to the panel. I 
apologize. I was in another meeting, another hearing. We have sev-
eral of these going on at the same time, so I am joining you late. 
I have gone from Warthogs in defense to warts, I guess, here. You 
have got to kind of re-shift your thinking. 

[Laughter.]
Mr. WOMACK. Dr. Collins, my home State of Arkansas has a sin-

gle academic health center, UAMS, as I am sure you are well 
aware. And it received a total of about $47,000,000 and a half in 
NIH funding in Fiscal Year ’13. That is less than half a percent of 
the research funding budget. You are aware of the huge impact 
these investments have on our economy, and in States with smaller 
populations and economies the impact is greatly amplified. 

THE IDEA PROGRAM

The IDeA Program targets funding for merit-based, peer re-
viewed research and infrastructure grants at institutions in 23 
States like mine that have historically received less NIH research 
support. Together in ’13, the 23 States secured just 9 percent of 
NIH research funding. In your ’14 budget, you proposed a $51 mil-
lion cut to the then $276 million program. Ultimately it was appro-
priated at $273 million level funding for ’15. 

So I would like to know, given the proposed cuts and request for 
level funding for the IDeA program, what the NIH is otherwise 
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doing to ensure that IDeA states remain competitive when com-
peting for this kind of funding. 

Dr. COLLINS. Thank you for the question. The IDeA program is 
very important to us, and as you pointed out, this is an opportunity 
to try to give talented scientists in States that do not have very 
high-powered research intensive universities the opportunity to 
provide those kinds of research experiences to train the next gen-
eration of scientists to do good work that is going to contribute sub-
stantially to the biomedical research enterprise. 

I have visited a number of IDeA states. I have met with folks 
who are working there in those programs, and some of our centers 
of biomedical research excellence, the COBRE program. And I am 
impressed with what is able to go on there. I have not been to Ar-
kansas, but maybe I should come by some time and see what you 
are doing. 

Mr. WOMACK. Consider this an invitation. 
Dr. COLLINS. I hear you. We are, of course, in a very stressed sit-

uation as far as our support for virtually everything. And so, cer-
tainly if the situation were more favorable, we would love to see 
the IDeA program also be a beneficiary of that. Since we have lost 
now more than 20 percent of our purchasing power for research in 
the last 10 years, everything has kind of been in a squeeze. 

We are a meritocracy. We try to make sure that the funds that 
we put out there are for the very best science. I am delighted to 
say that quite a bit of that goes on in States like yours, and we 
want to encourage that. And we especially look to see sort of what 
is the success of that. Are we, in fact, encouraging people in the 
IDeA program to move forward, to get a successful R01 grant, to 
train an individual who goes on to become a leader in the field. 
And we are encouraged by what we see there, but we would always 
like to see it even stronger. It is a very important program for us. 

Mr. WOMACK. Do you not sense that in a time when people are 
making decisions, family decisions, quality of life, looking for oppor-
tunities to go places to do this kind of research where there is a 
great quality of life and a lower economic impact on raising a fam-
ily, putting them through college, buying the homes, and those 
kinds of things, does it not make sense that more and more of 
these types of individuals, these very brilliant people are going to 
make brilliant decisions about moving to great places like Arkan-
sas?

[Laughter.]
Dr. COLLINS. You make a great case, Congressman. I think many 

of them probably, especially those who have financial constraints 
that would make it difficult to transition to a place that is much 
more costly in terms of cost of living, will choose to carry out their 
scientific programs in places that are not as expensive and perhaps 
closer to family. And we want to be sure if they do so, they have 
the chance to have the full-blown experience of what it takes to be-
come a successful scientist. 

Mr. WOMACK. One of the tough things that I have to address 
when I have disease-specific people coming to my office, and many 
of these people are not lobbyists, although they are there to lobby. 
They are people who have been hardshipped or affected personally 
by some of these particular issues. One of the hardest discussions 
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I ever have is to try to help them understand where those disease- 
specific issues are in the overall realm of the national priorities. 

So help me—am I out of time already? If I have another round 
of questions, I will come back to that—— 

Mr. HARRIS. We will have another round. 
Mr. WOMACK [continuing]. Line of thinking. But thank you very 

much.

PRIORITY SETTING AT NIH

Mr. HARRIS. So the first round of questions are done now, so I 
will begin the second round of questions. I am going to follow up 
on something the vice chair talked about and Mr. Joyce talked 
about.

You know, as the vice chairman mentions, we get a lot of people 
from advocacy groups coming to us, and Mr. Joyce asked, I guess, 
how do you prioritize, you know, where you are going to spend 
money on cross-diseases? And I will tell you, you certainly do not 
want the legislature involved. I will just tell you briefly. 

In Maryland, when I first came to the State Senate in 1998, we 
had this mandate that you have to provide hospitalization after a 
mastectomy. Perfectly reasonable. But to make it politically correct, 
they then coupled it with saying you have to provide hospitaliza-
tion after testicular cancer surgery. We are the only State in the 
Nation that has this. Political correctness is fine in some realms, 
but really science should be devoid of political correctness, and 
those decisions should be made devoid of that I think. 

So I have got to ask, you know, we look over what the NIH 
spends, and I guess, Dr. Collins, you can agree that the legislature 
probably should not be telling you—— 

Dr. COLLINS. With you on that. 
Mr. HARRIS. Okay. So I have a table of where we are spending 

the NIH money now and looking at various major diseases. And I 
am going to only concentrate on the ones where we have more than 
a million people affected, so where the prevalence is only a million 
people or more. And if you look at the research dollars, whether it 
is by the number of people with the disease per death from the dis-
ease, HIV/AIDS is 10 times the amount—10 times the amount— 
than, for instance, research per death from breast cancer, diabetes, 
research per person with 10 times the amount except pancreatic 
cancer where there are fewer people involved—breast cancer, 
stroke, cancers for all reasons. 

I got to say, you look at this and you go, and we did great. Look, 
I was there, and most of you on the panel who are doctors, you 
know, started when we did not even know what caused it. I mean, 
it was this mystery disease. We have gone to pretty close to a cure, 
certainly with newborns transmission, and maybe, in fact, we may 
have a cure. 

Why are we spending that much per person when we have other 
diseases that afflict more people? Why? And my understanding is 
there is a 10 percent, you know, earmark that exists. First of all, 
just to clarify, it is not statutory. This was not the legislature came 
in and said we are going to do this. So if it is not statutory, what 
is the origin? What is the history? Where are we going? 
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And when these groups come in, and I have these groups come 
in and they say, look, if you can just give us a 5 percent increase 
in next year’s budget, it will make up for inflation. And you just 
say, maybe we should stop earmarking diseases because internally 
and then we all of a sudden have 10 percent more. What is the 
short answer? You do not have a whole lot of time. It is literally 
$3,000,000,000.

Dr. COLLINS. So the answer needs to be a scientific one. I am 
going to turn to Dr. Fauci who oversees that research budget and 
have him respond. 

Dr. FAUCI. So thank you for the question. I could understand the 
rationale for that question, but I think we need to remember that 
despite the fact that we have had great successes that you are very 
familiar with, and I need not take time to go through them, that 
we are still in the middle of a raging global pandemic. There are 
36 million people living with HIV. There were 2.3 million new in-
fections, 1.6 million deaths in 2012. In the United States, there 
have been 636,000 deaths, and every year we have 50,000 new in-
fections.

Mr. HARRIS. Doctor, I am going to have to interrupt you. But you 
do not dispute that we spend about $200,000 per death in the 
United States—— 

Dr. FAUCI. Right. 
Mr. HARRIS [continuing]. On AIDS/HIV research. And we spend 

on stroke $2,000 per death, on heart disease $2,000 per death. 
These are tremendous problems in the United States. We get peo-
ple in our offices all the time with all kinds of diseases. We are 
spending 10 times by any metric that is a reasonable metric. 

If my constituents come to me and say how much are you spend-
ing per person if I have heart disease, we are spending 10 times 
the amount, 15 times the amount. 

Dr. FAUCI. I understand, but if I can give—— 
Mr. HARRIS. Do you dispute those or do you think that is about 

the ballpark? 
Dr. FAUCI. I do not dispute the numbers, Dr. Harris. But what 

I would like to throw on the table, whether you accept it or not, 
is that when you are dealing with an ongoing pandemic, it is dif-
ferent than a disease, as serious as it might be, that is essentially 
stable, that you want to bring down the death rate. We have the 
opportunity of eliminating this disease. That is the reason why we 
are putting so much money into it with regard to a vaccine and a 
cure.

Mr. HARRIS. Let me ask. That is fine. I mean, who decides on 
that 10 percent? I mean, it seems kind of arbitrary. I mean, you 
know, if we had imposed a mandate and said you have to spend 
15 percent of your budget on heart disease, or 20 percent, or 25 
percent, you would come back and say, how dare you. Believe me 
because I have this. How dare the legislature come and do this? 
You know, what is good for the goose ought to be good for the gan-
der on this. Thank you very much. 

Ms. DeLauro? 
Ms. DELAURO. Thank you very much, Mr. Chairman. God help 

us if the legislature got involved in dictating to you what you 
should do. That has been really the hallmark of this wonderful, 
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wonderful subcommittee is that we do not do that. We take a look 
at what public health is about, global pandemics, et cetera, and 
where public health and safety arise. 

I would like to just before moving onto a question here, this point 
has been made a couple of times, and I want to try to clear the air 
on it. This is about the evaluation taps. I think we should set the 
record straight here. Authorizing law sets the maximum evaluation 
transfer percentage at 1 percent. 

This committee has been since that time overriding the author-
izing law mandating a higher percentage. 2002 bill, percentage was 
raised from 1 percent to 1.2 percent, less than the increase to 2 
percent proposed by the Bush Administration. 2006, percentage 
specified in the appropriations bill had been increased to 2.4 per-
cent. Since then it has been increased by another 10th of a percent. 

The perception here is that the transfers are the Secretary’s deci-
sion. Not the case. She has limited discretion in this matter. The 
amount of the transfer, the specific uses of transferred funds, are 
spelled out in considerable detail in the annual appropriations bill. 
A small portion of the total is left unallocated by this committee. 
The transfers are this committee’s doing, not the Secretary’s doing. 
And anyone who does not read the language in the Consolidated 
2014 Appropriations Act, which talks about the portion the Sec-
retary determines, but not more than 2 and a half percent of any 
amounts appropriated for programs authorized under the act shall 
be made available for evaluation. 

Now, if you have not read the document in terms of the budget 
summary where it says where it goes. It does not just disappear 
into the air. It says very clearly immunization and respiratory dis-
eases, evaluation top funding $12,864,000. We approved it. This 
committee does this. Get the facts. Read the summaries. 

This committee said no to viral hepatitis, STD, and TB preven-
tion where the evaluation tap was $3,000,000. They said no. Un-
derstand evaluation taps, what it means. And I do not support 
going from 2 and a half percent to 3 percent. And I do support 
making up the shortfall of $700,000,000. I wanted to do it in the 
omnibus bill, but we could not get agreement on setting that 
money. If we are so concerned about the NIH, then let’s put our 
money where our mouths are in this effort when we have the op-
portunity to do it. 

PHILANTHROPIC FUNDING OF MEDICAL RESEARCH

So thank you very much, Mr. Chairman. If I can, let me try to 
get in a question on the issue of private philanthropic funding of 
medical research. It is expensive, but we are looking at contribu-
tions from wealthy individuals to support medical research. I ap-
plaud the individual commitment, I really do. I think it is terrific. 
But it is finding cures to diseases that affected either themselves 
or people who are close to them. Cancer survivor, as I am, life- 
threatening disease, it inspires you to get involved in what you are 
doing.

The New York Times had an article that says that privately 
funding research could be a replacement for publicly funded re-
search. I laud the private effort. I welcome it. I do not believe our 
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decisions on basic research should be outsourced to the private sec-
tor.

What is the right balance, public, private investment in bio-
medical research? How can we ensure that the national priorities 
are remaining the guiding influence in biomedical research? And 
let’s go, and I will get back to it if I have a chance of doing it. This 
is what I think is fundamentally important about our future. Dr. 
Collins?

Dr. COLLINS. Well, I very much appreciate your question. The ar-
ticle by Bill Broad in The New York Times laid out in great detail 
the amount of philanthropy that is now being focused on bio-
medical. And we are grateful to see that kind of contribution to re-
search in order to go faster. 

But you are quite right. It could in no way substitute for the 
major support of biomedical research in the United States, which 
is the National Institutes of Health. It could not substitute in 
quantity because if you add up all of the philanthropy, it is still 
a small percentage of what NIH supports, nor could it manage to 
survey the entire landscape to identify where the needs are the 
greatest and make sure that the distribution of funds is happening 
in a scientifically balanced way. Just to say, as I say, we welcome 
those kinds of partnerships. We would love to see more of them. 

There is a very interesting op-ed in The New York Times today 
responding to that, suggesting that one should be thoughtful. 
Where is the greatest entrepreneur in the American biomedical re-
search enterprise? It is the Federal government. You can see it 
over and over and over again. 

Ms. DELAURO. Thank you. I would love to pursue this conversa-
tion with all of you individually offline. I think it is a critically im-
portant question for our future and where we go, and I am sure 
you are all discussing it internally. I would love to have the oppor-
tunity to talk with you about it. 

Mr. HARRIS. Thank you very much. Mr. Womack. 

INNOVATIVE VERSUS DISCOVERY

Mr. WOMACK. Second round is going good. Historically, NIH is a 
discovery organization. However, it has focused more in the past 5 
years on innovation. Is there a clear role at NIH for innovating? 
And I would like for you to explain the difference between innova-
tion and discovery and how the NIH balances between the two pri-
orities.

Dr. COLLINS. I love the question, and I would say innovation and 
discovery are not mutually exclusive. There is a lot of innovation 
that can be introduced into discovery science where you are trying 
to find out what is the fundamental basis, for instance, of how the 
brain works. Well, that is a discovery, but, boy, it is going to take 
a lot of innovation in terms of new technologies to be able to actu-
ally understand how those 85 billion neurons between our ears are 
functioning in remarkably complex ways, building circuits that can 
do things that are really almost impossible to imagine in terms of 
laying down memories and retrieving them and all that. So that is 
innovation, but it is also discovery. 

We are all about innovation, recognizing that, in fact, our real 
engine of innovation in many instances is the best and brightest 
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minds out there in this country in our finest institutions who are 
coming up with ideas that we probably in a top down way could 
not have come up with. And so, a big part of our portfolio is these 
so-called investigator initiated grants that come to us, that go 
through the most rigorous peer review system that get prioritized 
based on their promise, and then funded these days if they happen 
to be in the top 16 percent. And we are throwing away a lot of in-
novation because that success rate has fallen so low. 

We are doing other things to try to specifically encourage innova-
tion thinking with programs like the Pioneer Award. The Pioneer 
Award, which has now been in place for 10 years, encourages in-
vestigators to come to us with ideas that are pretty out of the box, 
and which they do not have a lot of preliminary data or to prove 
that it is going to work. They have to be able to show that if it does 
work, it is going to be groundbreaking. That program has produced 
a lot of very exciting science, including just today in my blog, which 
I am sure all of you read. 

[Laughter.]
Dr. COLLINS. I wrote about a new discovery in Alzheimer’s dis-

ease, a master switch called REST, which was discovered by a pio-
neer awardee, which is a whole new insight into what is happening 
in the Alzheimer’s brain that came completely by surprise. Now, 
that was innovative, but we gave the investigator the chance to do 
that.

We are considering at NIH expanding that kind of program, giv-
ing more of our portfolio in a way that the Institutes are going to 
experiment with to individuals who have out of the box ideas rath-
er than expecting them to write a very detailed project-based kind 
of proposal to us. 

In addition to that, we have large-scale enterprises focused on 
specific areas that no single investigator could do, but a team 
could. The Genome Project was perhaps the most notable example, 
but we have many others—the MCODE Project, the Microbiome 
Project, and this BRAIN Initiative, which aims to bring together 
disciplines that have not necessarily worked well with each other, 
get them to know each other and do something significant. 

STRATEGIC PLANNING AT NIH

Mr. WOMACK. Last question for you, and we can talk about these 
kinds of issues forever, but I want to go back to my priority ques-
tion. I have got people in my office. They are suffering from these 
disease specific—why do we not do more pancreatic cancer, the 
high mortality rate, et cetera, et cetera? How do we establish these 
priorities? And I agree with my friend Ms. DeLauro that Congress 
should not be dictating what these are. We are not qualified to do 
that. So how do we discern? 

Dr. COLLINS. In the report language for the Fiscal Year ’14 ap-
propriation, we are asked to put forward, and we will do so, how 
we manage the strategic planning process. All 27 of the Institutes, 
four of them represented here, have this process where they survey 
the landscape, they look at their portfolio, they try to see what 
other organizations are doing. They try to identify gaps and iden-
tify opportunities, and then make the decisions about how to dis-
tribute the funds that they have direct control over in that fashion, 
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but leaving a substantial amount of the dollars for those unantici-
pated ideas that are going to come to us from community that we 
want to be sure we are supporting as well. 

It is a very carefully planned complex process. You will see a 
more detailed report about it later this year, but I think it is the 
right way to take the scientific and the public health needs and fac-
tor them into an outcome that does the best with the dollars we 
are given. 

Mr. WOMACK. Let’s give Dr. Varmus a real quick chance. 
Dr. VARMUS. Just a couple of quick comments. Some of our own 

investigators fail to recognize the power of what we call program 
announcements. So if the NIH and the NIH Institutes want to em-
phasize a certain area without setting money aside, they can say, 
‘‘We are particularly interested. Send us your best ideas, and we 
will fund them.’’ And that is a very good way for us to exercise both 
our judgment about what needs to be done and to bring forth the 
best applications. 

One point about innovation. I would strongly suggest that we get 
greater clarity about the meaning of the word. Innovation in my 
lexicon does not mean simply particularly imaginative or exciting 
work. It means something that is applied, and I think that you 
may have been meaning it in that sense as well. And I think it is 
a legitimate discussion to think about how much we should be 
spending on application as opposed to fundamental basic discovery. 

Mr. HARRIS. Thank you very much. Ms. Lee? 

NATIONAL INSTITUTE ON MINORITY HEALTH AND HEALTH DISPARITIES

Ms. LEE. Thank you. Okay. Once again, let me ask Dr. Collins 
about the National Institute on Minority Health and Health Dis-
parities. Health disparities in the African-American, Latino, and 
Asian-Pacific American community are huge. And you know what 
they are: life expectancy much shorter, hypertension, diabetes, hep-
atitis. All of the diseases are disproportionate in communities of 
color. So that is one of the missions of the Institute, yet the funding 
does not seem to follow the huge job that we have asked you to do. 

So I just wanted to ask you in terms of the budget, given that 
the Institute has a much smaller budget, I would have wanted to 
have seen a much larger request. So can you kind of explain what 
that is about? And also how the decision was made to not propose 
an increase in funding for this very important Institute. 

Dr. COLLINS. Congresswoman Lee, thank you for the question. I 
will tell you, health disparities is, from my perspective, one of our 
highest priorities, and I would want to explain the answer to the 
question that you have posed. 

Let’s be clear. The health disparities at NIH is conducted by vir-
tually all of the Institutes. The National Institute on Minority 
Health and Health Disparities (NIMHD) acts as a hub to build col-
laborations and to stimulate the kind of projects that need to hap-
pen. But most of the money we spend on the health disparities re-
sult is actually spent by the other Institutes in collaboration with 
NIMHD, and you would want that because that is where most of 
the budget resides. 

In terms of what has happened with budget proposals going from 
’14 to ’15, I would ask you not to make a great deal out of the small 
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differences in terms of what has happened with individual Insti-
tutes and Centers. Much of this was built upon specific initiatives, 
like the BRAIN project, that needed to have a ramp up in order 
to try to get onto a trajectory where something could happen. And 
so, institutes that happen to have larger parts of that, like my col-
league to my right here of the ‘‘Neurology Institute,’’ saw an incre-
ment that looks more promising, but, in fact, in reality the sort of 
base of full-blown activities that go on across NIH, including in 
NIMHD, there have not been winners and losers. 

Frankly, everybody is pretty stressed as you can imagine given 
the fact that we, even with the Fiscal Year ’15 proposal, we will 
still be a billion dollars short of where we were in Fiscal Year ’12, 
as has already been pointed out. 

I want to point out something else that I failed to mention when 
you asked earlier about our research workforce, and that is the re-
cruitment of a chief officer for scientific workforce development, a 
new position that I have created. And this is Dr. Hannah Valen-
tine, a highly regarded cardiovascular physician from Stanford who 
will actually be sworn in by me next Monday as a person to take 
on this role, emphasizing again just how seriously we are taking 
this opportunity. 

I might also mention Dr. John Ruffin has just announced his in-
tention to retire after 24 years of leading Minority Health and 
Health Disparities research, and we will be announcing fairly soon 
a very impressive search committee to go out and do a remarkable, 
strong national search to find a replacement for somebody to lead 
that critical part of NIH. 

Ms. LEE. Well, Dr. Ruffin has certainly done a phenomenal job, 
and so give him my regards and my thanks. 

I guess following up from what you just indicated, my concern 
then is, with the Institute being the major coordinating function, 
still without an increase, how does this funding really enhance the 
coordination that this Institute, the National Institute on Minority 
Health and Health Disparities (NIMHD), has because that is a 
major, major job? 

Dr. COLLINS. It is, and they are not unique in taking on that 
kind of role in terms of being a hub for broader activity. Look at 
our new National Center for Advancing Translational Sciences 
(NCATS). And everybody would say translation is really important 
right now. The budget for NCATS is actually quite modest. But the 
ability to build those collaborations, the impact is much greater. 
Look at the Genome Institute where I used to be. Everybody is 
doing genomics now, but the ‘‘Genome Institute’’ is a small fraction 
of that total. 

NIMHD has the opportunity with their position in the scheme of 
things to encourage, to recruit participation in a wide variety of 
programs. Maybe I will just quickly ask Dr. Gibbons, as somebody 
who has a lot of health disparity research going on in his Institute, 
how does that work? 

Dr. GIBBONS. Well, certainly for our cohort studies, we have a 
very diverse portfolio that is very inclusive and reflective of Amer-
ica—the Strong Heart study of Native Americans, the Jackson 
Heart study that I am sure you are familiar with, and African 
Americans, the Hispanic Community Health study, the largest 
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study of Latino health with 15,000 participants, the Mesa study, 
the Multi-Ethnic Study of Atherosclerosis. These are studies that 
we are doing to address minority health many times in collabora-
tion and in close coordination with the NIMHD. 

Mr. HARRIS. Thank you very much, Dr. Gibbons. 
Ms. Roby, thank you for your patience. You are up. 
Ms. ROBY. Thanks. Thank you again, all, for being here today. 

I have learned a lot, and being a new member of this committee 
it has been really great to sit here and get to hear, you know, spe-
cifically what you do and what you are contributing to so many 
wonderful things. And I look forward to many more success stories. 

And so, we have a plethora of disease-specific questions that we 
are going to submit to you for the record. You know, as Mr. 
Womack pointed out, this is the time of year when a lot of these 
folks come to our offices and come not with D.C. lobbyists, but 
come, you know, as a survivor of a disease or someone who is living 
with a disease. And it is very helpful to be able to look them in 
the eye and report back to them about, you know, what advances 
are being made, but also what challenges are there and how to bet-
ter advocate for their disease. So if you will, when we submit this 
to you, if we could get a prompt response that would be great. 

Several other members have touched on the requirements in the 
omnibus that you provide with this report within 180 days. And I 
know this has come up, but I just wanted to give you one oppor-
tunity again before the end of this hearing if you wanted to share 
with this committee any specific or relevant updates as it relates 
to the process for internal controls that you are going through to 
help mitigate the possibility for duplication across the ICs. If there 
is anything else you want to share with us before we conclude this 
hearing.

Dr. COLLINS. You know, I have talked in a general way about 
how the 27 Institutes do this. I am going to ask Dr. Fauci to say 
in specific ways what has happened with NIAID as a place that 
has been very careful about a strategic plan for their own research 
efforts. Tony, can you say a word? 

Dr. FAUCI. We have a strategic plan that we update intermit-
tently in which we get input from outside investigators, have pro-
gram meetings, both policy and programmatic meetings, and end 
up with a coordinated plan that is available for everyone to see. 

I just happen to have for you here an example—you like things 
that hang around, so this is our strategic plan for NIAID for 2013. 
And virtually every Institute does that, and as we all meet very 
frequently, it essentially gets into one group so that we have a very 
good idea about what we are doing and what the planning situation 
is.

Ms. ROBY. And that helps prevent that overlap. 
Dr. FAUCI. Oh, yes, but indeed I think we need to point out, as 

I am sure any of my colleagues would say, that when you talk 
about overlap, you want to make sure you distinguish the synergy 
of things that you do from things that are unnecessary and non- 
productive duplication. 

Ms. ROBY. Some of it is necessary. 
Dr. FAUCI. Yes, it really is. In fact, the fact is that the biological 

disciplines interdigitate an awful lot. For example, and, in fact, you 
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just heard that when Harold Varmus and I answered essentially 
the same question. You have a virus that causes cancer. You have 
an Institute with extraordinary expertise in cancer and an institute 
with extraordinary expertise in infectious diseases. We work to-
gether an extraordinary amount, not only with hepatitis B, hepa-
titis C, human papillomavirus, EB virus, and all of those things, 
HIV all the time because of the co-morbidities with cancer. 

It is really something that when you really dig deep into it, you 
see an extraordinary amount of synergy as opposed to duplication 
and overlap. 

Ms. ROBY. Great. I yield back. 

YOUNG INVESTIGATORS

Mr. HARRIS. Thank you very much. And we have enough time for 
one more quick round because you are riveting us. You would like 
not to be so riveted, huh? 

Thank you. Again, thank all of you for the work you do. I am 
going to ask you, Dr. Collins, to respond. I think there was an op- 
ed was about a month and a half ago in the Wall Street Journal 
written by Doctors Daniel and Rothman about young investigators 
and funding. And you know it is one of the roles that I believe the 
NIH has to have because there is no one else who is going to do 
it, is make sure that we have young investigators. 

Can you confirm the data in the article, I mean, because it al-
ways brought to our attention, well, you know, when you level off 
funding, the trouble is that, you know, you cannot fund this many 
young investigators you otherwise would. But the article suggested 
that the number of young investigators actually has gone down, so 
it has not leveled off. Actually the distribution has now become 
where there are more senior, less young investigators, a trend that 
would be very disturbing to me because I actually think an increas-
ing percent of the NIH budget, not a decreasing percent, ought to 
be going to these young, promising investigators. 

So if you could just briefly say, how do you envision that we can 
turn the tide on that? I mean, the trend line is not good. I person-
ally would like to see it reversed as soon as possible, and to do 
that, you have got to do something differently than you do now. 

Dr. COLLINS. Well, I appreciate the question. Part of the problem 
as shown on this graph, which shows you the overall challenge that 
we face over the last 30 or 40 years with the ability of an investi-
gator to get funded. That is the chance of being successfully funded 
if you sent your best idea to NIH, and which has now reached a 
historic low of 16.8 percent. 

[The information follows:] 
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Dr. COLLINS. That of course, does not just affect young investiga-
tors. That affects everybody. But it is perhaps particularly chal-
lenging for a young investigator faced with that to decide whether 
they can get their efforts going or not. It has resulted in many 
young investigators staying in post-doctoral training period for 
much longer than is probably good for them. The average age at 
first grant award has crept up to about age 42, which is clearly not 
healthy.

We do various things at NIH to try to encourage young investiga-
tors to be successful. One is what is called a K–99 award, which 
gives a post-doctoral fellow a chance to apply for their own support, 
and if they are successful, it bridges them over to an academic posi-
tion. So they arrive at an academic institution already supported 
for 2 or 3 years. That is a very nice way to market yourself if you 
are looking for a faculty position, and that has been a good pro-
gram.

We have just started, and this is one of my own programs that 
I am watching very closely, a program to allow individuals who 
have just obtained a Ph.D. and are particularly innovative and 
independent to go straight on to a faculty position. It is the Skip 
the Post-Doc Award, because sometimes people are not really need-
ing that. We fund only a few of those, about 15 each year. I go to 
their presentations. They are astounding. 

Mr. HARRIS. But, Dr. Collins, with 15 a year, it will take you dec-
ades to reverse the problem. How fast can we reverse that problem, 
because, again, that trend is very, very disturbing to me. 

Dr. COLLINS. Well, frankly, Dr. Harris, until we are able to do 
something about the overall problem of such a very difficult sup-
port system—— 

Mr. HARRIS. Dr. Collins—— 
Dr. COLLINS [continuing]. It is going to be hard to have a metric. 
Mr. HARRIS [continuing]. That is only if you do not treat young 

investigators differently and somehow get them out of that pool. 
Dr. COLLINS. Well, one thing we do, and I should have said this, 

is young investigators compete against each other. They do not 
compete against the established investigators, which helps quite a 
bit in terms of their being able to get on the on ramp to being sup-
ported, because otherwise they would do less well than they cur-
rently do. That helps a bit, but—— 

Mr. HARRIS. The numbers just do not show it. You have got to 
do something a little bit more. Dr. Landis—— 

Dr. LANDIS. If I could say, many institutes, including my own, 
have a special pay program for early-stage investigators where we 
pay them past the normal pay line for the general pool of investiga-
tors, and we have a significant number every council round. I look 
at each of those applications. Are they truly independent? Is the 
idea meritorious? And we fund them out of order, and we have seen 
a significant increase in our pool of early stage investigators. The 
problem is when they come in for their first competing renewal. 

Mr. HARRIS. Sure. No, I understand. Dr. Fauci? 
Dr. FAUCI. So just to add to Story’s last point, we also, and I 

think most every Institute has a differential pay line for new and 
young investigators. So they operate, as Francis said, almost com-
peting against each other. 
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Mr. HARRIS. I know, but it is not working. 
Dr. FAUCI. I know, but—— 
Mr. HARRIS. I just want to emphasize, whatever you are doing, 

and I applaud it because it might even be worse if you were not 
doing what you were doing. 

Dr. COLLINS. It would be. 
Mr. HARRIS. But it has got to get better. And my time is up, and 

I would be more than happy to make a visit and discuss this with 
you at length, you know, on the campus. This is of great value to 
me.

Ms. DeLauro? 
Ms. DELAURO. Thank you, Mr. Chairman. 
Mr. HARRIS. Your turn to be passionate. 
Ms. DELAURO. And accurate, I might add, because in this re-

gard——
Mr. HARRIS. Ouch. 
Ms. DELAURO. Yes. 
[Laughter.]
Ms. DELAURO. I think that what you have been doing, and we 

did not talk about the Kirschstein Research Awards. There are 
training stipends, and they have ranges. The post-doc award is 
$42,000 to $55,000 a year, depending on your years of experience. 
It falls short of a goal set in 2001 for the entry-level stipend to 
start at $45,000. The NIH funding, I note in this budget, would be 
about 2 percent. It is an increase in the President’s budget. 

But if we are serious about pipelines, and new young researchers 
and their success rate, and we put a very, very big emphasis on 
this, then we need to be serious about the kinds of allocations that 
this subcommittee gets so that, in fact, it can place the resources 
where the priorities are. And if we continue to put our heads in the 
sand with regard to investment, whether it be in training or 
whether it be in biomedical research or in other areas, then we 
move backward instead of forward. 

I have a couple of quick questions because I can follow up. Dr. 
Landis, your study, male/female brain? 

MALE/FEMALE BRAIN

Dr. LANDIS. So the—— 
Ms. DELAURO. You got to be fast. He will cut me off. 
Dr. LANDIS. The BRAIN Initiative is focused primarily on cre-

ating tools and technologies to allow us to understand the brain. 
Let me give you an example of a study that is using current tech-
nologies. It is the Human Brain Connectome, producing 
connectome maps of 300 different young adults equally balanced, 
male and female. 

Ms. DELAURO. Male and female, okay. 
Dr. LANDIS. Those data will be publicly available. And one of the 

questions that will be answered in those data is what are the dif-
ferences between males and females. 

Ms. DELAURO. Thank you. Thank you because Alzheimer’s does 
affect women more so than it does men. We need to find out. 

Dr. Fauci, you talked about vaccinations with regard to Mrs. 
Lowey before. You talked about measles. Just a quick question on 
the cervical cancer vaccine. Should we have more education on the 
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use of that with regard to human papillomavirus and cervical can-
cer?

Dr. FAUCI. The answer is yes, and I will turn it over to Dr. 
Varmus also. But the principle is a very important principle. When 
you have a vaccine that really works, it is important to educate 
people to get the vaccine. 

Ms. DELAURO. And you have to avoid and respond to misinforma-
tion. Dr. Varmus? 

Dr. VARMUS. Just very briefly, I would like to draw the commit-
tee’s attention to a recent report from the President’s Cancer Panel, 
which works in conjunction with the NCI, that strongly rec-
ommends a number of measures we think would improve the un-
fortunately low vaccination rates both for males—— 

Ms. DELAURO. And females. Bingo. 
Dr. VARMUS. Males are important here. It is a forgotten sub-

species in the use of this vaccine—there is an increased rate of 
oropharyngeal cancer caused by a strain of the virus that is cov-
ered by the vaccine, and we need to vaccinate males as well as fe-
males.

Ms. DELAURO. And we have to move out of misinformation and 
philosophical interpretation of these efforts. I am going to send the 
NCI and funding and research, et cetera. 

I must tell you, you talked about cancer immunotherapy, which 
is extraordinary. It really is extraordinary. The tissue chip we did 
not spend much time on, but I am going to just tell you that this 
morning at an earlier meeting, I am going to tell you, the Humane 
Society, over the top about this effort and wanted you to know that 
you have got people that are, you know, droves are supportive of 
this tissue chip effort. The Accelerating Medicines Partnership, 
(AMP), a second on that. Tell me where—— 

THE ACCELERATING MEDICINES PARTNERSHIP

Dr. COLLINS. Thanks for that question. This is a very exciting 
new initiative, NIH partnering with 10 pharmaceutical companies 
to take this deluge of new discoveries about the molecular basis of 
disease and move them forward to generate the next generation of 
drugs by identifying what are the drug targets that have not pre-
viously been chased after that are most likely to lead to success. 

Ms. DELAURO. Drug targets. 
Dr. COLLINS. You want to identify, and once you understand the 

pathway that seems to go awry, say, in diabetes, which part of that 
pathway could actually be interfered with in a positive way by a 
drug? That would be the drug target to go after. AMP is going after 
diabetes, Alzheimer’s disease, rheumatoid arthritis, and lupus, and 
that is just for starters. We would like to see that list expand. It 
is just getting under way. NIH and pharma are paying 50/50 to 
make this go, scientists sitting around the same table and all open 
access to the data. 

Ms. DELAURO. I will put questions in on asthma and allergy re-
search, and also on the issue of prescription drug abuse, but I will 
get those for the record. 

Mr. HARRIS. Thank you very much. Ms. Lee? 
Ms. DELAURO. God bless you. 
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SICKLE CELL RESEARCH

Ms. LEE. Thank you very much. Dr. Collins, let me ask you a 
couple of things about sickle cell research. Of course, this sub-
committee, and thank you very much for your work with regard to 
the whole issue of sickle trait and diabetes and the A1C test. I just 
wanted to know where we are. For those of you who have not been 
following this, we learned, I learned, and this was through talking 
and doing my own personal research, that the A1C test could give 
a misdiagnosis if one has the sickle cell trait. And the NIH and 
your institute, I think it was for diabetes, digestive, and kidney dis-
ease, really helped mount a public awareness campaign. 

I want to make sure now that the doctors and labs know not to 
give that A1C test, but to check first for the sickle cell trait. And 
so, it is kind of a catch-22. So I want to know how that is going, 
and are we seeing a change now and a shift. Secondly, just what 
additional treatments for sickle cell disease have been identified 
and pursued, and how the state of the research is. And then third-
ly, how in the world do people really know they have the sickle cell 
trait?

I mean, I know when babies are born, I believe they are tested. 
But when you turn 18 or 17 or 15 or 21 or 30, do you get retested 
again? Are you encouraged if you have diabetes to get tested for 
the sickle cell trait? I mean, how do we really address this because 
it is very serious in communities with Mediterranean descent, Afri-
can-American communities, communities of color, and its some-
thing that we have not really gotten our hands around yet. 

Dr. COLLINS. So I will start, and then I may ask Dr. Gibbons to 
weigh in a little bit since sickle cell disease is in the Heart, Lung, 
and Blood Institute’s portfolio. 

With regard to your concern, though about the diabetes overlap, 
that is something that Dr. Rogers, who is the director of NIDDK, 
has been tracking. And I actually anticipated you might ask about 
this and spoke to him this morning. I think it is quite encouraging 
that thanks to the awareness of this, and you have helped with 
that, there are now tests that are the ones that are generally now 
used that do not have this problem of giving you a false positive 
for hemoglobin A1C because the person happened to have sickle 
cell trait. That was the difficulty. People were being given wrong 
information about diabetes because of the overlap between these 
different types of hemoglobin. 

And now, it does seem that that is generally recognized in most 
places. Of course, given our medical care system, I cannot tell you 
it is 100 percent, but I think a lot of awareness has happened, and 
the test that is now generally used does not have this problem. So 
we have made a lot of progress there. 

In terms of new therapies, goodness, a lot of excitement in sickle 
cell disease, and well there should be after all these years of trying 
to come up with an effective strategy going beyond hydroxyurea. 
There is a phase-two trial going on that was actually started with-
in the National Center for Advancing Translational Sciences, 
NCATS, as a collaboration with a company in Boston that actually 
is a compound that keeps the sickle hemoglobin from cycling. And 
it is looking pretty exciting. It turned out to be very safe, and in 
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a very small study seemed to be showing some benefit in terms of 
oxygenation.

And there is a whole host of new ways to try to understand how 
to turn fetal hemoglobin back on because that can be protective for 
people who have sickle cell disease or thalassemia. And the discov-
eries coming out of genomics are teaching us about something 
called, of all things, BCL11A, which turns out to be a great new 
drug target that you never would have guessed with all the right 
properties for this disease. 

Dr. Gibbons, please fill in there in terms of how do people—— 
Ms. LEE. And, Dr. Gibbons, yes, can you let us know how people 

know they have the trait or what is required now so people will 
know their status? 

Dr. GIBBONS. Certainly a great boon has been the newborn 
screening efforts that have helped to identify individuals with sick-
le cell disease. Certainly we still need to do more research in terms 
of sickle cell trait, and recognizing that that reflects their ancestry 
in those endemic areas of malaria, and that there are associations 
with other complications that can occur with traits. 

We are learning more and more about that. Indeed, there is an 
interaction that is recently being identified between those with 
sickle cell trait and another genetic variant that relates to pre-
disposition to chronic kidney disease. 

Ms. LEE. But let me ask you, though, at 50 years old, how does 
one know they have the sickle cell trait? 

Dr. GIBBONS. Well, certainly as Dr. Collins mentioned, there are 
diagnostic tests. 

Ms. LEE. Well, how do physicians determine to look for that? 
Dr. GIBBONS. So as you point out, I think part of the key is 

awareness and education to both patients and providers as they 
understand the significance of the trait and us doing more research 
to indicate why it is important for that to be identified and the im-
plications, and then disseminating that information more effec-
tively to patients and providers. That is certainly something we 
need to do more of. 

Ms. LEE. We need to do more, and I would like to follow up with 
you because that is still a little too loose for me. 

Mr. HARRIS. Thank you very much. We are going to gavel the 
session to a close in just a minute. But, Ms. DeLauro, would you 
like to make a closing comment? 

Ms. DELAURO. Sure. Thank you very much, Mr. Chairman. You 
are all aware, and this was something that my colleague, Mrs. 
Lowey, talked about in her opening remarks, and that is the issue 
of global competitiveness. And I know you are aware our global 
R&D funding forecast was published in 2011, showed a decline in 
U.S. research commitment relative to our GDP, as other nations 
have moved progressively forward to increase their investments in 
both research and in life science. 

The New England Journal of Medicine really confirmed this 
trend. From 2007 to 2012, countries’ average annual investment in 
biomedical R&D increased 33 percent in China, 12 percent in 
South Korea, 10 percent in Singapore, and it fell by 2 percent in 
the United States. 
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Dr. COLLINS. I just happen to have that graph, and I have just 
put it up there that you were describing the figures. 

[The information follows:] 
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Ms. DELAURO. Our share, U.S. share, of biomedical R&D expend-
iture declined from 52 percent to 42 percent despite what is hap-
pening in the rest of the world. China’s biomedical R&D expendi-
ture grew 313 percent during that period of time. I know it is of 
concern to you. It needs to be of concern to us if we are to be at 
the cutting edge of discovery as you are. 

And if it is not about the humanity of what you do and its bene-
fits, then about the economic benefits of what you do. That has to 
be of singular concern and of singular priority as we move forward. 
You are moving forward. This subcommittee needs to move forward 
in making sure that we are strengthening our R&D capability in 
every area, but particularly, with that gift of life that you provide. 

Thank you very, very much for being here this morning. 
Mr. HARRIS. Thank you very much. And just before I close, you 

know, again, I appreciate that China is increasing their investment 
a tremendous percent, but let’s remember that their public invest-
ment in that New England Journal article is $2 billion. That is it, 
the tap plus the decrease in funding to advance science that the 
Administration in their budget would equal the entire public fund-
ing of research in China. 

You know, and because the accuracy was questioned, I am just 
going to include in the record that the article that I referenced 
from the Wall Street Journal indicated between 1980 and 2012 
when the number of grants that the NIH funded doubled, the num-
ber of grants issued to investigators under 35 decreased by 40 per-
cent, reflected and mirrored in the R01 experience as well. 

Mr. HARRIS. So I would urge you, again, I think this is a very 
important topic. You have got to do something to reverse that. I 
mean, I was a young investigator. I had young investigators work 
for me. I would urge you to do that. 

And with that, I am just going to remind the members and the 
panel that we are going to keep the record open for 2 weeks for ad-
ditional questions to be submitted. 

Mr. HARRIS. And I want to thank all of you for the work you do 
and taking out the time. And I am going to agree with the ranking 
member. You know, I think it was the ranking member of the com-
mittee who had said it is probably best if you all just get back to 
your work and help America’s health, and spend as little as pos-
sible here on the Hill. 

Thank you very much. 
Dr. COLLINS. We are on our way. 
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